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U.S. ENVIRONMENTAL PROTECTION AGENCY Name of Pesticide Product:
‘Office of Pesticide Programs MON 890634 x MON 88017

Biopesticides and Potiution Preventlon Division (7S11P)
1200 Pennsylvania Avenue NW
Washington, DC 20460

NOTICE OF PESTICIDE REGISTRATION
X_  Registration
____ Reregistration

{under FIFRA, as amendad!

Name and Address of Registrant (include ziP Code):

Monsanto Company
800 North Lindbergh Bivd.,
St. Louis, MO 63167

On the basis of informatton furnished hy the reglstrant, the above named pesticide is hereby registered/reregistered under
the Federal Insecticide, Fungiclde and Rodenticide Act.

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order to
protect health and the environment, the Administrator, on his motion, may at any time suspend or cancel the registration of
a pesticide In accordance with the Act, The acceptance of any name in connection with the registration of a product under

this Act is not to be construed as glving the registrant a right to exclusive use of the name or to its use if it has been covered
by others.

The registration application reférred to above, submitted jin connection with registration under ' 3(c}(7}(C) of the

Federal Insecticide, Fungicide, and Rodenticide Act, as amended, is acceptable provided that you do the foliowing
terms and conditions.

1) The subject registration will automatically expire on midnight September 30, 2010.

2) The subject registration will be limited to MON 89034 x MON 88017 in field or sweet comn.
Further, MON 839034 x MON 88017 sweet corn may only be soid directly t0 processors or

- through commercial dealers to large growers. MON 89034 x MON 88017 sweet corn may not
be sold to small roadside or home growers

3) Submit/cite all data required for registration of your product under FIFRA §3(c)(5) when the
Agency requires registrants of similar products to submit such data.

Signature of Approving Official: Date:

Salaol fr4e felt &1/ o
Janet Andersen, Ph.D., Direétor
Biopesticides and Pollution Prevention Division (7511P)

EPA FOrm 8570-6
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Office OF Pesticide Programs
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Washington, D¢ 20460
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‘Name of Pesticide Product:

MON 89034 x MON 88017

Name and Address of Registrant (include ZiP Code):

Monganto Company
800 North-Lindbergh Blvd.
St. Louis, MO 63167

the Federai insecticlde, Fungicide and Rodenticide Act.

by others.

terms and conditions.

be soid to smail roadside or home growers

The registration application referred to above, submitted in connection with registration under *
Federal Insecticide, Fungicide, and Rodenticide Act, as amended, is acceptable provided that you do the following

On the basis of information furnished by the reglstrant, the above named pesticide is hereby registered/reregistered under

Reglstration f5 it no way to be construed as arn endorsement or recommendation of this product by the Agency. it order to
protect heaith and the environment, the Administrator, on his motion, may at any time suspend or cancei the registration of
a pesticlde in accordance with the Act. The acceptance of any name Irt connection with the registration of a product under

this Act is not to be construed as giving the registrant a right to exciuslve use of the name or to its use if [t has been covered

1} The subject registration wiill automatically expire on midnight September 30, 2010.

2) The subject registration will be fimited to MON 89034 x MON 88017 in field or sweet corn. _
Further, MON 89034 x MON 88017 sweet corn may only be sold directly to processors or
through commerciat deaiers to farge growers. MON 89034 x MON 88017 sweet comn may not

3) S_ubmit/cife all data required for registration of your product under FIFRA §3(c)(5) when the
Agency requires registrants of similar products to submit such data.
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4) Submit the following data in the time frames listed:

OPPTS Guideline/ Study
Type

Required Data

Due Date

860.1340 Residue
Analytical method -
Plants .

For event MON 89034 x MON 88017 corn, an
independent lab validation of the analytical
method for the detection of Cry2Ab2 and/or
Cry1A.105. The registrant must also agree to
provide to the EPA laboratory (Ft. Meade, MD}
methodology and/or reagents necessary for
validation of such analytical method within 6
months from the date that the Agency requests
them.

4/1/2009

850.1010 Aguatic
Invertebrate Acute
Toxicity Testing,
Freshwater Daphnids

A 7 t0 14 day Daphnia study as per the 885
Series OPPTS Guidelines needs to be
performed. Alternatively, a dietary study of the
gffects on an aquatic invertebrate, representing
the functional group of a leaf shredder in
headwater streams, can be performed and
submitted in lieu of the Daphnia study.

4/1/2009

Insect Resistance
Management

Monsanto did not address the likelihood of cross-
resistance of Gry1A.105, Cry1Ac, CryiFa,
proteins already in existing Bt corn and Bt cotton
products, and what impact such cross-resistance
would have on the durability of MON 838034.
Monsanto must provide additional information on
cross-resistance of Cry1A.105 and Cry1Fa and
Cry1Ac (preferably including binding site models

- and use of resistant colonies) for the target pests

and determine how such cross-resistance may
impact the durability of MON 89034. The
Cry1A.105 protein is a chimeric protein
consisting of Domains | and 1l and the C-terminus
of Cry1Ac and Domain lll of CrytFa. ltis
important to address not only the likelihood of
cross-resistance potential of Cry1A.105 and
Cry1Ab and, similarly, Cry1A.105 and Cry2Ab2
(which was done by Monsanto), but also that of
Cry1A.105 and CrytAc and Cry1Fa.

4/1/2008

Protocol Due
8/1/2008

Insect Resistance
Management

Baseline susceptibility studies and/or a
discriminating concentration assay are required
for the Cry1A.105 protein against ECB, SWCB,
and CEW and for the Cry2Ab2 protein against
SWCB, CEW.

4/1/2009




OPPTS Guideline/ Study | Required Data Due Date
Type

Insect Resistance To support sweet corn uses, baseline 4/1/2010
Management susceptibility studies must be conducted on FAW '

: populations collected from sweet corn growing
areas. Monitoring studies will be conducted on
FAW populations collected from sweet corn
distribution areas in states in which Monsanto
MON 89034 and/or MON 89034 x MON 88017
sweet corn plantings exceed 1000 acres. The
collected populations of FAW will be monitored
for changes in susceptibility to the Cry1A.105
and Cry2Ab2 proteins.

5) Submit or cite all data required to support the individual plant-incorporated protectant
in Event MONBS63 (YieldGard Rootworm), 524-528. 1n the event that the Agency
concludes MON 863 (YieldGard Rootworm) studies do not sufficiently demonstrate a
lack of significant adverse effects, additional data with MON 88017 corn must be
submitted. This data may include a) laboratory toxicity testing with Orius insidiosus
{minute pirate bug), b) laboratory toxicity testing with a carabid (ground beetle), ¢) long
range effects testing on invertebrate populations in the field, and d) fong range soil
persistence testing.

6) You must implement the following Insect Resistance Management Program for MON
89034 x MON 88017.

a) Refuge Requirements for MON 89034 x MON 88017

These refuge requirements do not apply to seed increase/propagation of inbred and
hybrid seed corn nor to commercial hybrid sweet corn.

Grower agreements (also known as stewardship agreements) will specify that growers
must adhere to the foIIowing refuge requirements or, in the case of sweet corn, harvest
practices as described in the grower guide/product use gwde and/or in supplements to
the grower guide/product use guide.

For MON 89034 x MON 88017 sweet corn, growers are required to destroy any MON
89034 sweet corn stalks that remain in the field following harvest via rotary mowing,
discing, or plow-down within one (1) month of harvest.

Two options for deployment of the refuge are available to growers. The first option is
planting a common refuge for both corn borers and corn rootworms. The

common refuge must be planted with corn hybrids that do not contain Bt technologies for
the control of corn rootworms or corn borers. The refuge area must represent at least
20% of the grower’s corn acres (i.e. sum of [MON 88017 x MON 89034] actes and
refuge acres). It can be planted as a block adjacent to the [MON 88017 x MON 89034]
field, perimeter strips, or in-field strips. If perimeter or in-field strips are implemented, the
strips must be at least 4 consecutive rows wide. The common refuge can be treated
with a soil-applied or seed-applied insecticide to control rootworm larvae and other soil
pests. The refuge can also be treated with a non-Bt foliar insecticide for control of late




season pests if pest pressure reaches an economic threshold for damage; however, if
rootworm adults are present at the time of foliar applications then the [MON 88017 x
MON 880341 field must be treated in a similar manner.

The second option is planting separate refuge areas for corn borers and corn rootworms.
The corn borer refuge must be planted with a non-BtAepidopteran-protected hybrid, must
represent at least 20% of the grower’s corn acres (i.e. sum of [MON 88017 x MON
89034] acres and corn borer refuge acres), and must be planted within ¥z mile of the
[MON 88017 x MON 89034] field. Refuge planting options include: separate fields,
blocks within fields (e.g., along the edges or headlands), perimeter strips, or in-field
strips. If perimeter strips are implemented, the strips must be at least 4 consecutive rows
wide. The corn borer refuge can be treated with a soil-applied or seed-applied
insecticide for corn rootworm larval control or a non-Bt foliar-applied insecticide for corn
borer control if pest pressure reaches an economic threshold for damage. The corn
rootworm refuge must be planted with a non-Bi/corn rootworm-protected hybrid, but can
be planted with Bt corn hybrids that control corn borers. The corn roctworm refuge must
represent at least 20% of the grower's corn acres (i.e. sum of [MON 88017 x MON
89034} acres and corn rootworm refuge acres) and can be planted as an adjacent block,
perimeter strips, or in-field strips. If perimeter strips are implemented, the strips must be
at least 4 consecutive rows wide. The corn rootworm refuge can be treated with a soil-
applied or seed-applied insecticide to control rootworm larvae and other soil pests. The
refuge can alsc be treated with a non-Bt foliar insecticide for control of late seascn
pests; however, if rootworm adults are present at the time of foliar applications then the
[MON 88017 x MON 89034] field must be treated in a similar manner. Growers who fail
to comply with the IRM requirements risk 10sing access to Monsanto corn PIP products.

b) Grower Agreements for MON 89034 x MON 88017

i. Persons purchasing the Bt corn product must sign a grower agreement. The term -
"grower agreement” refers to any grower purchase contract, license agreement, or
similar legal document.

ii. The grower agreement and/or specific stewardship documents referenced in the
grower agreement must clearly set forth the terms of the current IRM program. By
signing the grower agreement, a grower must be contractually bound to comply with
the requirements of the IRM program.

iii. The registrant must integrate this registration into the current system used for their
other Bt corn PIPS to reasonably likely to assure that persons purchasing the Bt corn
product will affirm annually that they are contractually bound to comply with the
requirements of the IRM program. A description must be submitted to EPA by August
1, 2008.

fv. The registrant must use grower agreements and submit to EPA within 90 days from
the date of registration a copy of that agreement and any specific stewardship
documents referenced in the grower agreement. If Monsanto wishes to change any
part of the grower agreement or any specific stewardship documents referenced in
the grower agreement that would affect either the content of the IRM program or the
legal enforceability of the provisions of the agreement relating to the IRM program,
thirty days prior to implementing a proposed change, the registrant must submit to
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EPA the text of such changes to ensure that it is consistent with the terms and
conditions of the amendment.

The registrant must integrate this registration into the current system to assure that
persons purchasing the Bt corn sign grower agreement(s), and must provide within
90 days from the date of the registration a written description of that system. A
description must be submitted to EPA by August 1, 2008.

The registrant shall maintain records of all Bt corn grower agreements for a period of
three years from December 31st of the year in which the agreement was signed.

Beginning on January 31, 2010 and annually thereafter, the registrant shall provide
EPA with a report showing the number of units of its Bt MON 89034 x MON 88017
corn seeds sold or shipped and not returned, and the number of such units that were
sold to persons who have signed grower agreements, The report shall cover the time
frame of the twelve month period covering the prior August through July.

The registrant must allow a review of the grower agreements and grower agreement
records by EPA or by a State pesticide regulatory agency if the State agency can
demonstrate that confidential business information, including names, personal
information, and grower license number, will be protected.

¢) IRM Education and IRM Compliance Monitoring Programs for MON 89034 x

.

MON 88017

Monsanto must design and implement a comprehensive, ongoing IRM education
program designed to convey to Bt MON 839034 x MON 88017 corn users the
importance of complying with the IRM program. The program shall include
information encouraging Bt MON 89034 x MON 88017 corn users to pursue optional
elements of the IRM program relating to refuge configuration and proximity to Bt
MON 89034 x MON 88017 corn fields. The education program-shall involve the use
of multiple media, e.g. face-to-face meetings, mailing written materials, EPA
reviewed language on IRM reguirements on the bag or bag tag, and electronic
communications such as by Internet, radio, or television commercials. Copies of the
materials will be provided to EPA for its records. The program shall involve at least
one written communication annually to each Bt MON 839034 x MON 88017 corn user
separate from the grower technical guide. The communication shall inform the user
of the current IRM requirements. Monsanto shall coordinate its education programs
with educational efforts of other registrants and other organizations, such as the
National Corn Growers Association and state extension programs. '

Annually, the registrant shall revise, and expand as necessary, its education
program to take into account the information collected through the compliance
survey required under paragraph vi. and from other sources. The changes shall
address aspects of grower compliance that are not sufficiently high.

On January 31, 2010, the registrant must provide a report to EPA summarizing the
activities carried out under the education program for the prior year. Annually
thereafter, the registrant must provide EPA any substantive changes to its grower
education activities as part of the overall IRM compliance assurance program report.
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The required features of the compliance assurance program are described in
paragraphs iv.-xv. below.

The registrant must design and implement an ongoing IRM compliance assurance
program designed to evaluate the extent to which growers purchasing its MON
89034 x MON 88017 Bt corn product are complying with the IRM program and that
takes such actions as are reasonably needed to assure that growers who have not
complied with the program either do so in the future or lose their access to the MON
89034 x MON 88017 Bt corn product. The registrant shall coordinate with other Bt
corn registrants in designing and implementing its compliance assurance program
and integrate this registration into the current compliance assurance program used
for their other Bt corn PIPS. The registrant must prepare and submit within 90 days
of the date of registration a written description of their compliance assurance
program. Other required features of the program are described in paragraphs v. - xv.
below.

The registrant must establish and publicize a “phased compliance approach,”i.e.. a
guidance document that indicates how the registrant will address instances of
noncompliance with the terms of the IRM program and general criteria for choosing
among options for responding to any non-compliant growers. The options shall
include withdrawal of the right to purchase Bt corn for an individual grower or for all
growers in a specific region. An individual grower found to be significantly out of
compliance two years in a row would be denied sales of Monsanto corn PIP products
the next year. Similarly, seed dealers who are net fuffilling their obligations to
inform/educate growers of their IRM obligations will lose their opportunity to sell
Monsanto corn PIP products

The IRM compliance assurance program shall include an annual survey of a
statistically representative sample of Bt corn growers conducted by an independent
third party. The survey shall measure the degree of compliance with the IRM
program by growers in different regions of the country and consider the potential
impact of non-response. The sample size and geographical resolution may be
adjusted annually, based upon input from the independent marketing research firm
and academic scientists, to allow analysis of compliance behavior within regions or
between regions. The sample size must provide a reasonable sensitivity for
comparing results across the U.S. The survey will include only growers planting at
least 200 acres of corn in the Corn Belt or 100 acres of comn in corn/cotton growing
regions.

The survey shall be designed to provide an understanding of any difficulties growers
encounter in implementing IRM requirements. An analysis of the survey results must
include the reasons, extent, and potential biological significance of any
implementation deviations.

The survey shall be designed to obtain grower feedback on the usefulness of specific
educational tools and initiatives.

The registrant shall provide a final written summary of the results of the prior year's
survey (together with a description of the regions, the methodology used, and the
supporting data) to EPA by January 31 of each year. The registrant shall confer with
EPA on the design and content of the survey prior o its implementation.
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Annually, the registrant shall revise, and expand as necessary, its compliance
assurance program to take into account the information coliected through the
compliance survey required under paragraphs 6] through 8] and from other sources.
The changes shall address aspects of grower compliance that are not sufficiently
high. The registrant must confer with the Agency prior to adopting any changes to a
previously approved CAP.

The registrant shalt train its representatives who make on-farm visits with
MONS89034 x MON 88017 Bt corn growers to perform assessments of compliance
with 1RM requirements. In the event that any of these visits result in the identification
of a grower who is not in compliance with the IRM program, the registrant shall take
appropriate action, consistent with its "phased compliance approach,” to promote
compliance. This on-farm assessment program has no minimum acreage threshold
for growers. :

The registrant shalt carry out a program for investigating legitimate “tips and
complaints” that its growers are not in compliance with the IRM program. Whenever
an investigation results in the identification of a grower who is not in comptiance with
the IRM program, the registrant shall take appropriate action, consistent with its
“phased compliance approach.”

If a grower, who purchases MON 89034 x MON 88017 Bt corn for ptanting, was
specifically identified as not being in compliance during the previous year, the
registrant shalt visit with the grower and evaluate whether that the grower is in
compliance with the IRM program for the current year.

Beginning January 31, 2010 and annually thereafter, Monsanto shall provide a
report to EPA summarizing the activities carried out under their compliance
assurance program for the prior year and the pians for the compliance assurance
program during the current year. The report will include information regarding grower
interactions (including, but not limited to, on-farm visits, verified tips and complainis,
grower meetings and letters}, the extent of non-compliance, corrective measures to
address the non-compliance, and any follow-up actions taken.

. The registrant and the seed corn dealers for the registrant must allow a review of the

compliance records by EPA or by a State pesticide reguiatory agency if the State
agency can demonstrate that confidential business information, including the names,
personal information, and grower license number of the growers will be protected.

d) Insect Resistance Monitoring for MON 88034 x MON 88017

The Agency is imposing the following conditions for this product:

Post-commercial resistance monitoring programs must be established as an
extension of existing programs to track the susceptibility of the key lepidopteran corn
pests to the Cry1A.105 and Cry2Ab2 proteins. For the Cry1.A.105 and Cry2Ab2
proteins, the registrant will monitor for resistance and/or irends in increased
tolerance for European corn borer, Southwestern corn borer, and corn earworm.
Sampling should be focused in those areas in which there is the highest risk of
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resistance development. Monitoring must be carried out under the same protocols
used for the products containing MON 810. Sampling should be focused in those
areas in which there is the highest risk of resistance development. In the monitoring
program, insect populations will be collected and each protein will be tested
separately, rather than a mixture of the two proteins, because resistance to cne
protein could be masked by the activity of the other.

In addition to monitoring ECB, SWCB, and CEW, Monsanto will develop and ensure
the implementation for resistance monitoring for Spodoptera frugiperda (fall
armyworm of FAW) in counties which MON 89034 / MON 89034 x MON 88017
sweet corn acreage exceeds 5,000 acres and the pest is capable of overwintering in
that county. The registrant should consult with academic and USDA experts in
developing the monitoring plan and will provide EPA with a copy of its proposed
resistance monitoring plan for EPA’s approval prior to implementation. This proposed
FAW monitoring plan must be submitted to EPA by January 31 of the year following
that in which MON 89034/ MON 89034 x MON 88017 sweet corn acreage exceeds
the trigger specified in this requirement (i.e., greater than 5,000 acres in any county
in which FAW overwinters). The proposed plan must be implemented the season
following the acreage trigger being met. The proposed plan will remain in place until
an EPA approved plan can be implemented.

For the Cry3Bb1 portion of the product, a revised Cry3Bb1 monitoring plan that
incorporates MON 89034 .x MON 88017 must be submitted to the Agency within 90
days of the date of registration.

For the Cry3Bbt portion of the product, the registrant must develop and validate an
appropriate discriminating or diagnostic dose assay by January 31, 2010.

For the Cry3Bb1 portion of the product, the registrant must finalize rootworm damage
guidelines and submit these to BPPD by January 31, 2010.

The registrant must follow-up on grower, extension specialist or consultant reports of
unexpected damage or control failures for corn roctworm.

The registrant must provide EPA with an annual resistance monitoring report by
August 31% of each year beginning with 2010, reporting on populations collected the
previous year. _

e} Remedial Action Plans for MON 89034 x MON 88017

The October 15, 2001 Remedial Action Plan for Responding to Resistance in European
Corn Borer, Corn Earworm and/or Southwestern Corn Borer must be used for suspected
and confirmed resistance of these pests. The current remedial action plan approved for
MON 863 must be used for corn rootworm suspected and confirmed resistance in

[MON 89034 x MON 88017]. If corn rootworm resistance is confirmed, all acres ((MON
89034 x MON 88017] and refuges) must be treated with insecticides targeted at CRW
adults as well as larvae.



The annual reporting requirements are as follows:

vi.

Annual Sales: reported and summed by state (county level data available by
request), January 31*'each year;

Grower Agreement: number of units of Bt com seeds shipped or sold and not
returned, and the number of such units that were sold to persons who have
signed grower agreements, January 31* each year;

Grower Education: substantive changes to education program completed
previous year, January 31* each year;

Compliance Assurance Plan: Compliance Assurance Program activities and
results, January 31* each year;

Compliance: to include annual survey results and plans for the next year; full
report, January 3t* each year;

Insect Resistance Monitoring Results: results of monitoring and investigations of
damage reports, August, 31°' each year.

A stamped copy of the label is enclosed for your records.

janet Andersen, Ph.D.

Director

Biopesticides and Pollution
Prevention Division



Plant-Incorporated Protectant Label

MON 89034 x MON 88017

Lepidopteran-and Rootworm-Protected Corn
(OECD Unique Identifier: MON-890334-3 x MON 88¢317-3)

Active Ingredients:

Bacillus thuringiensis Cryl A.105 protein and the genetic material necessary for its
production (vector PV-ZMIR245) in event MON 89034 corn (OECD Unique Identifier:
MON-BIDI343) ettt et e 0.001-0.0024%

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary forits
production (vector PV-ZMIR245) in event MON 89034 corn (OECD Unique Identifier:
MON-89@34-3). ..t e 0.0030-0.0057%

Bacillus thuringiensis Cry3Bbl protein and the genetic material necessary for its
production (vector PV-ZMIR39) in event MON 88017 corn (OECD Unique Identifier:
MON 88@17-3). .o vt 000037-0.0070%

Inert Ingredient:

CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and genetic material
necessary (vector PV-ZMIR39) for its production in event MON 88017 corn (OECD
Unique Identifier: MON 88G17-3).............oc. o000 0.0038-0.0069%

Percentage (wt/wt} on a dry weight basis whole plant (forage)

Caution

KEEP OUT OF REACH OF CHILDREN

ACCEPTED

JUN 1 0 2008

Unvder the Feders! !m Funo#cide,
and Rodenticide Act, a8 smanded, for
EPA Establishment No. 524-MO-((2 " the pasticide registered under

NET CONTENTS

EPA Registration No. 524-576

Monsanto Company
800 North Lindbergh Blvd.
St Louis, MO 63167

Monsanto Company 06-CR-177E-2 Page 1



DIRECTIONS FOR USE

1t is a violation of Federal law to use this seed in any manner inconsistent with this
labeling. Information regarding commercial production must be included in the
Technology Use Guide.

MON 89034 x MON 88017 protects comn crops from leaf, stalk, and ear damage caused
by com borers and root damage caused by corn rootworm larvae. In order to minimize
the risk of these pests developing resistance to MON 89034 x MON 88017 com, an insect
resistance management plan must be implemented which includes planting of a structured
refuge. Growers who fail to comply with the IRM requirements risk losing access to
Monsanto corn PIP products.

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid
seed corn and small scale research trials for observation, nor to commercial hybrid sweet
coImn. :

- For MON 89034 x MON 88017 sweet corn, growers are required to destroy any MON
89034 x MON 88017 sweet corn stalks that remain in the field following harvest via
rotary mowing, discing, or plow-down within one (1) month of harvest.

For MON 89034 x MON 88017 field corn, two options for deployment of the refuge are
available to growers.

Monsanto Company 06-CR-177E-2 Page 2
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The first option is planting a common refuge for both corn borers and corn rootworms.
The common refuge must be planted with corn hybrids that do not contain Bt
technologies for the control of corn borers or corn rootworms. The refuge area must
represent at least 20% of the grower’s corn acres (i.e., sum of MON 89034 x MON 88017
acres and refuge acres; refuge area must contain 20 acres of corn for every 80 acres of
MON 89034 x MON 88017 corn planted). It can be planted as block within or adjacent
(e.g., across the road) to the MON 89034 x MON 88017 field, perimeter strips (i.e., strips
around the field), or in-field strips. If perimeter or in-field strips are implemented, the
strips must be at least4 consecutive rows wide. The common refuge can be treated with
an insecticide to control rootworm larvae and other soil pests. The refuge can also be
treated with a non-Bt foliar insecticide for the control of late season pests if pest pressure
reaches an economic threshold for damage; however, if rootworm adults are present at
the time of foliar applications then the MON 89034 x MON 88017 field (acres) must be
treated in a similar manner. Economic thresholds will be determined using methods
recommended by local or regional professionals (e.g., Extension Service agents, crop
consultants). A schematic of one common refuge deployment option is shown below:

Common Refuge

MON 82034 x Refuge
MON 88017 +——  Non-Bt Com
{80 acres) {20 acres)

Monsanto Company 06-CR-177E-2 Page 3



The second option is planting separate refuge areas (e.g., two refuge areas, a double

refuge, or paired refuge areas) for corn borers and com rootworms. The corn borer
refuge must be planted with comn that is not a lepidopteran-protected Bt hybrid, must
represent at least 20% of the grower’s com acres, and must be planted within % mile of
the MON 89034 x MON 88017 field. Refuge planting options include: separate fields,
blocks within fields (e.g. along the edges or headlands), perimeter strips, or in-field strips.
If perimeter or in-field strips are implemented, the strips must be at least 4 rows wide.
The corn borer refuge can be treated with an insecticide for corn rootworm larval control,
or a non-Bt foliar applied insecticide for corn borer control if pest pressure reaches an
econontic threshold for damage. Economic thresholds will be determined using methods
recommended by local or regional professionals {e.g., Extension Service agents, crop
consultants).

The com rootworm refuge must be planted with corn that is not a corn rootworm-
protected Bt hybrid, but can be planted with Bt hybrids that control corn borers. The corn
rootworm refuge must represent at least 20% of the grower’s corn acres (i.e., corn
rootworm refuge must contain 20 acres of corn for every 80 acres of MON 89034 x MON
88017 corn planted) and can be planted as a block within or adjacent to the MON 89034
x MON 88017 field, strips around the field, or in-field strips. If perimeter or in-field
strips are implemented, the strips must be at least 4 rows wide. The corn rootworm
refuge can be treated with an insecticide to control rootworm larvae and other soil pests.
The refuge can also be treated with a non-Bt foliar insecticide for control of late season
pests; however, if corn rootworm adults are present at the time of foliar applications then
the MON 89034 x MON 88017 field must be treated in a similar manner. A schematic of
one separate refuge option with the corn rootworm refuge planted as a block within the
field and the corn borer refuge planted within a % mile of the MON 89034 x MON 88017
field is shown below:

Separate Refuge

Refuge
< 1 mile 1 Non-Bt com
. _ (20 acres)
MON 890634 x N "
MON 88017
(80 acres) Refuge
= Corm borer
prolecled corn
(20 acres)
Monsanto Company 06-CR-177E-2 Page 4
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European com borer
Southwestern com borer
Southern cornstalk borer
Corn earworm

Fall armyworm -

Comn stalk borer
Sugarcane borer

Western corn rootworm
Northern com rootworm
Mexican corn rootworm

Corn Insects Controlled

Ostrinia nubilalis
Diatraea grandiosella
Diatraea crambidoides
Helicoverpa zea
Spodoptera frugiperda
Papaipema nebris
Diatreae saccharalis

Diabrotica virgifera virgifera
Diabrotica barberi
Diabrotica virgifera zeae

Sales of com hybrids that contain Monsanto’s Bt com plant-incorporated protectant must
be accompanied by a Grower Guide which includes information on planting, production
and insect resistance management and notes that routine applications of insecticides to
control these insects are usually unnecessary when corn containing the Bt proteins is

planted.

MON 89034 x MON 88017 is a product of Monsanto’s research program offering unique
genetic characteristics for specific grower needs and may be protected by one or more of
the following U.S. patents:-5023179, 5110732, 5164316, 5196525, 5322938, 5352605,

5359142, 5378619, 5424412, 5554798, 5641876, 5717084, 5728925, 5804425, 6018100,
6025545, 6051753, 6063597, 6083878, 6331665, 6489542, 6645497, 6962705, 7064249,

7227056, and 7250501.

Monsanto Company

06-CR-177E-2

Page 5



"SCHNEIDER, To Susanne Cerrelli/DCAISEPA/US@ERA, Mike

RUSSELL P Mendelschn/DCAISERPANUISE@ERA, Alan
[AG/1920] Reynoids/DC/USEPA/US@EPA
<russeil.p.schneider cc
@monsanto.com>

bee
06/10/2008 12:20 .
BM Subject Release

The November 7, 2007 Review of Human Health and Product Characterization Data
for Registration of B. thuringiensis CrylA.105 and Cry2Ab2 Proteins and the
Genetic Material Necessary for their Production in MON 89034 and the November
8, 2007 Review of Human Health and Product Characterization Data for
Registration of B. thuringiensis CryiA.105, Cry2Ab2, and Cry3Bb1 Proteins and the
Genetic Material Necessary for their Production in MON 839034 X MON 88017 corn,
are not Confidential Business Information and may be placed in the docket for
review.

Thanks,

Russ

Dr. Russell P. Schneider

Senior Director, Regulatory Affairs and Policy
Monsanto Company

13001 St, NW

Suite 450 East

Washington, DC 20005

202/383-2866

This e-mail message may contain privileged and/or confidential information, and is intended
to be received only by persons entitied to receive such informatlon. If you have received this
e-mail in error, please notify the sender immediately. Please dejete it and alf attachments
from any servers, hard drives or any other media. Other use of this e-maif by you is strictly
prohibited.

Alf e-maifs and aifachments sent and received are subject to monitoring, reading and
archival by Monsanto, including its subsidiaries. The recipient of this e-mail is solely
respansible for checking for the presence of "Viruses"” or other "Malware". Monsanto, along
with its subsidiaries, accepts no fiabifity for any damage caused by any such code
transmitted by or accompanying this e-mail or any attachment.



"SCHNEIDER, To Susanne CerrellifDC/USEPA/US@EPA, Alan

RUSSELL P [AG/1920}" Reynolds/DC/USEPA/US@EPA
<russell.p.schneider@m cc
onsanto.com>
bece
06/10/2008 07:02 AM.

Subject FW: labels

Per the last email message from Alan late yesterday, attached is the revised label
for thestack. Also Susanne, please note, both labels include the OECD unique
identifier.

Russ

<<MON 89034xMON8B017 assembied part 1.doc>> <<MON 88034 assembied
May2008.doc>>

This e-mail message may contain privileged and/or confidential information, and is Intended
to be received only by persons entitled to receive such information. If you have received this
e-mail in error, please notify the sender immediately. Please delete it and all attachments
from any servers, hard drives or any other media. Other use of this e-maif by you is strictly
prohibited,

Alf e-mails and aftachments sent and received are subject to monitoring, reading and
archival by Monsanto, including fts subsidiaries. The reciplent of this e-mail is solely
responsible for checking for the presence of "Viruses" or other "Malware". Monsanto, along
with its subsidiaries, accepts no fliabjlity for any damage caused by any such code
transmitted by or accompanying this e-mail or any attachment.

= Feri

MON 85034= 0N 88ﬁ1 7 assembled part 1.doc MON 83024 assembled td ap2008.doc




Plant-Incorporated Protectant Label

MON 89034

Lepidopteran-Protected Corn
(OECD Unique Identifier: MON-89(34-3)

Active Ingredients:

Bacillus thuringiensis CrylA.105 protein and the genetic material necessary for its
production {vector PV-ZMIR245) in event MON 89034 corn............. 0.002-0.0056%

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary for its
production (vector PV-ZMIR245) in event MON 89034 comn............. 0.0015-0.0055%

Percentage (wt/wt) on a dry weight basis whole plant (forage)

Caution
KEEP QUT OF REACH OF CHILDREN
NET CONTENTS
EPA Registration No. 524-L.TL
EPA Establishment No. 524-MO-002
Monsanto Company
800 North Lindbergh Blvd.
St Louis, MO 63167
DIRECTIONS FOR USE
It is a violation of Federal law to use this seed in any manner inconsistent with this
labeling, Information regarding commercial production must be included in the

Technology Use Guide.

MON 89034 can be used to protect corn plants from leaf, stalk, and ear damage caused
by corn borers.

MON 89034 can be crossed with MON 88017 for breeding purposes to produce MON
89034 x MON 88017

In order to minimize the risk of these pests developing resistance to MON 89034 corn, an
insect resistance management plan must be implemented which includes planting of a
- structured refuge. '

Monsanto Company 06-CR-172E-2 ‘ Page 1



These refuge requirements do not apply to seed increase/propagation of inbred and hybrid
seed corn and small scale research trials for observation, nor to-commercial hybrid sweet
COm.

For MON 89034 sweet cormn, growers are.required to destroy any MON 89034 sweet comn
stalks that remain in the field following harvest via rotary mowing, discing, or plow-
down within one (1) month of harvest.

For MON 89034 field corn, grower guides must specify that growers must adhere to the
following refuge requirements. Growers must plant a structured refuge of at least 20%
corn which is not a lepidopteran-protected Bt corn. Growers who fail to comply with the
IRM requirements risk losing access to Monsanto corn PIP products,

Refuge planting options include: separate fields, blocks within fields (e.g., along the
edges or headlands), and strips across the field.

External refuges must be planted within %2 mile.

Refuge
=  Non-Bt Lepidopleran Resistant Comn
{20 acres}
MON 89034 <= ¥ mile
{80 acres} " >

When planting the refuge in strips across the field, refuges must be at least 4 rows wide.

MON 89034 Refuge
(80 acres) e Non-Bi Lepidopteran Resistard Corn
{20 acres}

Insecticide treatments for control of European corn borer, corn earworm, and
Southwestern corm borer, cornstalk borer, sugarcane borer, fall armyworm and stalk borer
may be applied only if economic thresholds are reached for one or more of these target
pests. Economic thresholds will be determined using methods recommended by local or

Monsanto Company 06-CR-172E-2 Page 2
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regional professionals (e.g., Extension Service agents, crop consultants). Instructions to
growers will specify that microbial Bt insecticides must not be applied to non-Bt corn
refuges.

Corn Insects Controlled

European corn borer Ostrinia nubilalis
Southwestern corn borer Digtraea grandiosella
Southern cornstalk borer Diatraea crambidoides
Corn earworm Helicoverpa zea

Fall armyworm Spodoptera frugiperda

Corn stalk borer Papaipeme-nebris
Sugarcane borer eue saccharalis o
JAd —#gwf-ﬂy @

Sales of corn hybrids that contain Monsanto’s Bt cori pras-pesticide miist be
accompanied by a Grower Guide which includes information on planting, production and
insect resistance management and notes that routine applications of insecticides to control
these insects are usually unnecessary when corn containing the Bt proteins is planted.

MON 89034 is a product of Monsanto’s research program offering unique genetic
characteristics for specific grower needs and may be protected by one or more of the
following U.S. patents: 5023179, 5110732, 5164316, 5196525, 5322938, 5352605,
5359142, 5378619, 5424412, 6018100, 6051753, 6331665, 6489542, 6645497, 6962705,
7064249, and 7250501.

Monsanto Company 06-CR-172E-~2 Page 3



Plant-Incorporated Protectant Label

MON 89034 x MON 88017

Lepidopteran-and Rootworm-Protected Corn
{OECD Unique Identifier: MON-89034-3 x MON 88@317-3)

Active Ingredients:

Bacillus thuringiensis Cryl A.105 protein and the genetic material necessary for its
production (vector PV-ZMIR245) in event MON 89034 comn............. 0.001-0.0024%

Bacillus thuringiensis Cry2 Ab2 protein and the genetic material necessary for its .
production (vector PV-ZMIR245) in event MON 89034 corn............. 0.0030-0.0057%

Bacillus thuringiensis Cry3Bb! protein and the genetic material necessary for its
production (vector PV-ZMIR39) in event MON 88017 corn............. 0.0037-0.0070%

Inert Ingredient:

CP4 EPSPS protein (5-enolpyruvylshikmmate-3-phosphate synthase) and genetic material
necessary (vector PV-ZMIR39) for its production in cormn event MON
2 P 0.0038-0.0069%

Percentage (wi/wt) on a dry weight basis whole plant (forage)

Caution
KEEP OUT OF REACH OF CHILDREN
NET CONTENTS
EPA Registration No. 524-LTA
EPA Establishment No, 524-M0-002
Monsanto Company
800 North Lindbergh Blvd.
St Louis, MO 63167
DIRECTIONS FOR USE
It is a violation of Federal law to use this seed in any manner inconsistent with this

labeling. Information regarding commercial production must be included in the
Technology Use Guide.

Monsanto Company 06-CR-177E-2 Page 1



MON 89034 x MON 88017 protects corn crops from leaf, stalk, and ear damage caused
by corn borers and root damage caused by cor rootworm larvae. In order to minimize
the risk of these pests developing resistance to MON 89034 x MON 88017 corn, an insect
resistance management plan must be implemented which includes planting of a structured
refuge. Growers who fail to comply with the IRM requirements risk losing access to
Monsanto com PIP products.

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid
seed corn and small scale research trials for observation, nor to commmercial hybrid sweet
corn.

For MON 89034 x MON 88017 sweet corn, growers are required to destroy any MON
89034 x MON 88017 sweet corn stalks that remain in the field following harvest via
rotary mowing, discing, or plow-down within one (1) month of harvest.

For MON 89034 x MON 88017 field corn, two options for deployment of the refuge are
available to growers.

The first option is planting a common refuge for both corn borers and corn rootworms,
The common refuge must be planted with corn hybrids that do not contain Bt
technologies for the control of corn borers or comn rootworms. The refuge area must
represent at least 20% of the grower’s corn acres (i.¢., sum of MON 89034 x MON 88017
acres and refuge acres; refuge area must contain 20 acres of com for every 80 acres of
MON 89034 x MON 88017 cotn planted). It can be planted as block within or adjacent
(e.g., across the road) to the MON 89034 x MON 88017 field, perimeter strips (i.e., strips
around the field), or in-field strips. If perimeter or in-field strips are implemented, the
strips must be at least 4 consecutive rows wide. The common refuge can be treated with
an insecticide to control rootworm larvae and other soil pests. The refuge can also be
treated with a non-Bt foliar insecticide for the control of late season pests if pest pressure
reaches an economic threshold for damage; however, if rootworm aduits are present at
the time of foliar applications then the MON 89034 x MON 88017 field (acres) must be
treated in a similar manner. Economic thresholds will be determined using methods
recomumended by local or regional professionals (e.g., Extension Service agents, crop
consultants). A schematic of one common refuge deployment option is shown below:

Common Refuge

MON 89034 x Refuge
MON 88017 4t Non-Bf Com
{80 acres) (20 acres)

Monpsanto Company 06-CR-177E-2 Page 2



The second option is planting sebarate_refuze areas (e.g., two refuge areas, a double

refuge, or paired refuge areas) for corn borers and comn rootworms. The corn borer
refuge must be planted with corn that is not a lepidopteran-protected Bt hybrid, must
represent at least 20% of the grower’s corn acres, and must be planted within % mile of
the MON 89034 x MON 88017 field. Refuge planting options include: separate fields,
blocks within fields (e.g. along the edges or headlands), perimeter strips, or in-field strips.
If perimeter or in-field strips are implemented, the strips must be at least 4 rows wide.
The corn borer refuge can be treated with an insecticide for corn rootworm larval control,
or a non-Bt foliar applied insecticide for com borer control if pest pressure reaches an
economic threshold for damage. Economic thresholds will be determined using methods
recommended by local or regional professionals (e.g., Extension Service agents, crop
consultants).

The corn rootworm refuge must be planted with corn that is not a corn rootworm-
protected Bt hybrid, but can be planted with Bt hybrids that control com borers. The corn
rootworm refuge must represent at least 20% of the grower’s corn acres (i.e., corn
rootworm refuge must contain 20 acres of corn for every 80 acres of MON 89034 x MON
88017 corn planted) and can be planted as a block within or adjacent to the MON 89034
x MON 88017 field, strips around the field, or in-field strips. If perimeter or in-field
strips are implemented, the strips must be at least 4 rows wide. The corn rootworm
refuge can be treated with an insecticide to control rootworm larvae and other soil pests.
The refuge can also be treated with a non-Bt foliar insecticide for control of late season
pests; however, if corn rootworm adults are present at the time of foliar applications then
the MON 89034 x MON 88017 field must be treated in a sirnilar manner. A schematic of
one separate refuge option with the corn rootworm refuge planted as a block within the
field and the corn borer refuge planted within a ¥ mile of the MON 89034 x MON 88017
field is shown below:

Separate Refuge

Refuge
< % mile “—1 Non-Btcomn
. . {20 acres}
MON 88034 x il "
MON 88017
(80 acres} Refuge
+——— Corn borer
protected corn
{20 acres)
Monsanlo Company 06-CR-177E-2 Page 3



Corn Insects Controlled

European corn borer
Southwestern comn borer
Southern comstalk borer
Corn earworm

Fall armyworm

Com stalk borer
Sugarcane borer

Western com rootworm
Northern corn roctworm
Mexican corn rootwonn

Diabrotica virgifera zeae: /
Z%J"z'}\t.:fﬁwv ﬁ/(ﬁt ')4\_‘/‘;—
Sales of corn hybrids that contain Monsanto’s Bt corn pi iGi tbe

Ostrinia nubilalis
Diatraea grandiosella
Diatraea crambidoides
Helicoverpa zea
Spodoptera frugiperda
Papaipema nebris
Diatreae saccharalis

Diabrotica virgifera virgifera
Diabrotica barberi

accompanied by a Grower Guide which includes information on planting, production and
insect resistance management and notes that routine applications of insecticides to control
these insects are usually unnecessary when corn containing the Bt proteins is planted.

MON 89034 x MON 88017 is a product of Monsanto’s research program offering unique
genetic characteristics for specific grower needs and may be protected by one or more of
the following U.S. patents: 5023179, 5110732, 5164316, 5196525, 5322938, 5352605,

5359142, 5378619, 5424412, 5554798, 5641876, 5717084, 5728925, 5804425, 6018100,
6025545, 6051753, 6063597, 6083878, 6331665, 6489542, 6645497, 6962705, 7064249,

7227056, and 7250501.

Monsanto Company

06-CR-177E-2

Page 4
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Washingron, B.C. 20460

OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

JUN 09 2008
MEMORANDUM

SUBJECT: Consideration of Section 3(c)(7)(C) Conditional Time-Limited Registration for
Monsanto’s Plant-incorporated Protectants, Bacillus thuringiensis Cryl A.105 and
Cry2Ab2 Insecticidal Protein and the Genetic Material Necessary for Their
Production in MON 89034 Corn
(EPA File Symbols 524-LTA and 524-LTL) -DECISION MEMORANDUM

FROM:  Janet L. Andersen, Ph.D., Director | m‘-ﬂzﬁ@ A

Biopesticides and Pollution Preventiopivision

.

TO: Debra Edwards, Ph.D., Director
Office of Pesticide Programs
L. ISSUE

Should the Agency conditionally register the subject pesticides until September 30, 2010
pursuant to FIFRA §3(¢c)(7)(C)?

II. RATIONALE FOR RECOMMENDATION

Section 3(c){7)(C) of FIFRA provides for the conditional registration of new active ingredients if
it is determined that 1) use of the pesticide during a defined period of time will not cause any
unreasonable adverse effect on the environment; 2) use of the pesticide is in the public interest;
and 3) thatfor the data that is lacking, a reasonable period of time sufficient for generation of the
data has not elapsed since the Agency first imposed the data requirements.

To satisfy criterion (1) above, we have determined that this plant-incorporated protectant
_pesticide will not cause any unreasonable adverse effects on human health or the environment.

The data have been reviewed and BPPD has determined that a section 3(¢){(7)(C) conditional
registration that is limited in duration is appropriate in this situation. Data requirements for
granting the subject time-limited registrations for use of these products under section 3(¢)(7)(C)
of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) have been met. BPPD has
determined that these products will cause no unreasonable adverse effects to the environment if
used in compliance with the terms and conditions of registration, as presented in the Biopesticide



Registration Action Document (BRAD) for Bacillus thuringiensis CrylA.105 and Cry2Ab2
insecticidal protein and the genetic material necessary for their production in MON 89034 corn.

III. RECOMMENDATION

Pursuant to FIFRA section 3(c)(7)(C), EPA may conditionally register a new pesticide active
ingredient for a period of time reasonably sufficient for the generation and submission of
required data that are lacking if insufficient time has elapsed since the imposition of the data
requirement for those data to be developed. EPA may grant such conditional registration only if
EPA determines that the use of the pesticide product during the period of the conditional
registration will not cause any unreasonable adverse effect on the environment, and the
registration and use of the pesticide during the conditional registration is in the public interest.
EPA determines that all of these criteria have been fulfilled.

Insufficient time has elapsed since the initial imposition of the data requirements for:

1) An independent lab validation of the analytical method for the detection of Cry2Ab2 and/or
CrylA.105 to satisfy residue analytical method in plants requirements for event MON 89034
corn and event MON 89034 x MON 88017 corn.

2) A 7 to 14 day Daphnia study as per the 885 Series QPPTS Guidelines or, alternatively, a
dietary study of the effects on an aquatic invertebrate, representing the functional group of a leaf
shredder in headwater streams.

3) Additional information on cross-resistance of Cryl A.105 and CrylFa and CrylAc (preferably
including binding site models and use of resistant colonies) for the target pests and determination
of how such cross-resistance may impact the durability of MON 806034,

4) Baseline susceptibility studies and/or a discriminating concentration assay that are required for
the CrylA.105 protein against ECB, SWCB, and CEW and for the Cry2Ab2 protein against
SWCRB, CEW.

5) Baseline susceptibility studies to support sweet corn uses that raust be conducted on FAW
populations collected from sweet corn growing areas, monitoring studies that will be conducted
on FAW populations collected from sweet corn distribution areas in statés in which Monsanto
MON 89034 and/or MON 89034 x MON 88017 sweet com plantings exceed 1000 acres; and
monitoring of the collected populations of FAW for changes in Susceptlblhty to the CrylA.105
and Cry2Ab2 proteins.



The applicants submitted or cited data sufficient for EPA to determine that conditional .
registration of Bacillus thuringiensis Cry2 Ab2 and Cry 1A.105 proteins and the genetic material
necessary for their production in event MON 89034 field com and sweet corn under FIFRA
3(e)(7HC) will not result in unreasonable adverse effects to the environment. The applicants
submitted and/or cited satisfactory data pertaining to the proposed use. The human health effects
data and nontarget organism effects data are considered sufficient for the period of the
conditional registration. These data demonstrate that no foreseeable human health hazards or
ecological effects are likely to arise from the use of the product and that the risk of resistance
developing to Cry2Ab2 and Cry 1A.105 proteins, during the conditional registrations, is not
-expected to be significant.

'Registration of Bacillus thuringiensis Cry2Ab2 and Cry 1A.105 proteins and the genetic material
necessary for their production in event MON 89034 field com and sweet com is in the public
interest because: '

(1) Registration of MON 89034 is expected to result in the reduction of the use of higher risk,
and often less effective and more expensive, conventional pesticides. A reduction in use of
conventional pesticides equates to less potential for adverse effects to human health and the
environment.

(2) Additionally, MON 89034 provide a wider spectrum of protection against primary and
secondary corn pests, which should facilitate greater grain quality, a reduction of mycotoxin
contamination, increased yield and ultimately, positive implications for human health.

In view of these minimal risks and the clear benefits related to Bacillus thuringiensis Cry2Ab2
and Cry 1A.105 proteins and the genetic material necessary for their production in event MON
89034 field com and sweet corn , EPA believes that the use of these products during the limited
period of the conditional registration will not cause any unreasonable adverse effects.

Although the data with respect to this particular new active ingredient are satisfactory, they are
not sufficient to support an unconditional registration under FIFRA 3(c)(5). Additional data are
necessary to evaluate the risk posed by the continued use of this product. Consequently, EPA is
imposing the data requirements specified in Section III of the BRAD.

EPA has determined, as explained in the Benefits and Public Interest Finding Assessment, that
the use of Bacillus thuringiensis Cry2Ab2 and Cry 1A.105 proteins and the genetic material
necessary for their production in event MON 89034 field corn and sweet corn under these
registrations are in the public interest.

The submitted data in support of this registration under section 3(c)(7)(C) of the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA) have been reviewed and determined to be
adequate. Studies mentioned above are included in the terms, conditions, and limitations of these



registrations. This registration will not cause unreasonable adverse effects to man or the
environment and is in the public interest.

The expiration daté of the registrations has been set to September 30, 2010.

1/"

CONCUR: NON-CONCUR:
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

JUN 09 2008

MEMORANDUM

SUBJECT: Consideration of Section 3(c)(7)(C) Conditional Time-Limited Registration for
: Monsanto’s Plant-incorporated Protectants, Bacillus thuringiensis CrylA.105 and
Cry2Ab2 Insecticidal Protein and the Genetic Material Necessary for Their
Production in MON 89034 Corn |
(EPA File Symbols 524-LTA and 524-LTL) -DECISION MEMORANDUM

F
FliOMﬁ Janet L. Andersen, Ph.D. Dlrectér ; -VM M}ﬁﬁ—v

Biopesticides and PolIutxon Pre/eu on Division

TO: Debra Edwards, Ph.D., Dire
Office of Pesticide Programs

I. ISSUE

Should the Agency conditionally register the subject peetmdes until September 30 2010
pursuant to FIFRA §3(c}{7)}C)?

. RATIONALE FOR RECOMMENDATION

Section 3(c)(7)(C) of FIFRA provides for the conditional registration of new active ingredients if
it is determined that 1) use of the pesticide during a defined period of time will not cause any
unreasonable adverse effect on the environment; 2) use of the pesticide is in the public interest;
and 3) that for the data that is lacking, a reasonable period of time sufficient for generation of the
data has not elapsed since the Agency first imposed the data requirements.

To satisfy criterion (1) above, we have determined that this plant-incorporated protectant
pesticide will not cause any unreasonable adverse effects on human health or the environment.

The data have been reviewed and BPPD has determined that a section 3(c)(7)(C) conditional
registration that is limited in duration is appropriate in this situatien. Data requirements for
granting the subject time-limited registrations for use of these products under section 3(c)(7}(C)
of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) have been met. BPPD has
determinéd that these products will cause no unreasonable adverse effects to the environment if
used in compliance with the terms and conditions of registration, as presented in the Biopesticide
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Regiétration Action Document (BRAD) for Bacillus thuringiensis Cryl A.105 and Cry2Ab2
insecticidal protein and the genetic material necessary for their production in MON 89034 corn.

1II. RECOMMENDATION

Pursuant to FIFRA section 3{c)(7)(C), EPA may conditionally register a new pesticide active
ingredient for a period of time reasonably sufficient for the generation and submission of
required data that are lacking if insufficient time has elapsed since the imposition of the data
requirement for those data to be developed. EPA may grant such conditional registration only if
EPA determines that the use of the pesticide product during the period of the conditional
registration will not cause any unreasonable adverse effect on the environment, and the
registration and use of the pesticide during the conditional registration is in the public interest.
EPA determines that all of these criteria have been fulfilled.

Insufficient time has elapsed since the initial imposition of the data requirements for:

1} An independent lab validation of the analytical method for the detection of Cry2Ab2 and/or
CrylA.105 to satisfy residue analytical method in planis requirements for event MON 89034
cormn and event MON 89034 x MON 88017 corm.

2) A 7 to 14 day Daphnia study as per the 885 Series OPPTS Guidelines or, alternatively, a
dietary study of the effects on an aquatic invertebrate, representing the functional group of a leaf
shredder in headwater streams.

3) Additional information on cross-resistance of CrylA.105 and CrylFa and Cryl Ac (preferably
including binding site models and use of resistant colonies) for the target pests and determination
of how such cross-resistance may impact the durability of MON 89034,

4) Baseline susceptibility studies and/or a discriminating concentration assay that are required for
the CrylA.105 protein against ECB, SWCB, and CEW and for the Cry2Ab2 protein against
SWCB, CEW.

5) Baseline susceptibility studies to support sweet corn uses that must be conducted on FAW
populations collected from sweet corn growing areas; monitoring studies that will be conducted
on FAW populations collected from sweet corn distribution areas in states in which Monsanto
MON 89034 and/or MON 89034 x MON 88017 sweet corn plantings exceed 1000 acres; and
monitoring of the collected populations of FAW for changes in susceptibility to the CrylA.105
and Cry2Ab2 proteins.

E\W/.



registrations. This registration will not cause unreasonable adverse effects to man or the
environment and is in the public interest.

The expiration date of the registrations has been set to September 30, 2010.

e

CONCUR: NON-CONCUR;:

DATE: (0/ 5{,/ (5 . M S‘*’ C‘-"M'jﬁ_m%;




The applicants submitted or cited data sufficient for EPA to determine that conditional
registration of Bacillus thuringiensis Cry2Ab2 and Cry 1A.105 proteins and the genetic material
necessary for their production in event MON 89034 field comn and sweet corn under FIFRA
3(c)(7)(C) will not result in unreasonable adverse effects to the environment., The applicants
submitted and/or cited satisfactory data pertaining to the proposed use. The human health effects
data and nontarget organism effects data are considered sufficient for the period of the
conditional registration. These data demonstrate that no foreseeable human health hazards or
ecological effects are likely to arise from the use of the product and that the risk of resistance
developing to Cry2Ab2 and Cry 1A.105 proteins, during the conditional registrations, is not
expected to be significant. .

Registration of Bacillus thuringiensis Cry2Ab2 and Cry 1A.103 proteins and the genetic material
necessary for their production in event MON 89034 field corn and sweet corn is in the public
interest because: '

(1) Registration of MON 89034 is expected to result in the reduction of the use of higher risk,
and often less effective and more expensive, conventional pesticides. A reduction in use of
conventional pesticides equates to less potential for adverse effects to human health and the
environment.

(2) Additionally, MON 89034 provide a wider spectrum of protection against primary and
secondary corn pests, which should facilitate greater grain quality, a reduction of mycotoxin
contamination, increased yield and ultimately, positive implications for human health.

In view of these minimal risks and the clear benefits related to Bacillus thuringiensis Cry2 Ab2
and Cry 1A.105 proteins and the genetic material necessary for their production in event MON
89034 field corn and sweet corn , EPA believes that the use of these products during the limited
period of the conditional registration will not cause any unreasonable adverse effects.

Although the data with respect to this particular new active ingredient are satisfactory, they are
not sufficient to support an unconditional registration under FIFRA 3(c)(S). Additional data are
necessary to evaluate the risk posed by the continued use of this product. Consequently, EPA is
imposing the data requirements specified in Section 1II of the BRAD.

EPA has determined, as explained in the Benefits and Public Interest Finding Assessment, that
the use of Bacillus thuringiensis Cry2Ab2 and Cry 1A.105 proteins and the genetic material
necessary for their production in event MON 89034 field corn and sweet corn under these
registrations are in the public interest.

The submitted data in support of this registration under section 3(c)(7)(C) of the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA) have been reviewed and determined to be
adequate. Studies mentioned above are included in the terms, conditions, and limitations of these



EPA Registration File No. 524-576 Vol. # 1.

Page is not included in this copy.

Pages 34 through 49 are not included in this copy.

The material not included contains the feollowing type of
information:

Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.
A draft product label.
The product confidential statement of formula.
Information about a pending registration action.

_ X FIFRA registration data.

The document is a duplicate of page(s)

The document is not responsive to the request.
Internal deliberative information.
Attorney-client communication.

Claimed confidential by submitter upon submission to the
Agency.

Third party confidential business information.

The information not included is generally considered confidential
by product registrants. If you have any questions, please contact
the individual who prepared the response to your request.



~ Shery! To Alan Reynolds/DC/USEPAUS@EPA, Jeannette
" Reilly/DC/USEPA/US Mariinez/DC/USEPA/US@EPA, cerrellisusanne@epa.gov

05/22/2008 10:01 AM cc mendelsohn. mike@epa.gov
bce

Subject Fw: Background info for today's Conference call regarding
proposed changes to IRM refuge plans

-—-- Forwarded by Sheryl Reilly/DCAISEPA/US on 05/22/2008 08:59 AM -----

"Lucy Reed" ) : :
<reedle@inspection.gc. To Sheryl Reilly/DC/USEPA/US@EPA

ca>
cc “Tanya Fielding® <fieldingt@inspection.gc.ca>

05/21/2008 04:05 PM o
Subject Re: Conference call regarding proposed changes to IRM
refuge plans

#i Shervyl,

Actually here's a bit of background for you and your group to
consider for tomorrow's call.

in Canada, a condition of authorization for the unconfined
environmental release of Bt corn is the implementation of an insect
resistance management {IRM} plan; this condition is imposed to
manage an identified risk. In Canada, there is one *generic" plan
for corn resistant to the European Corn Borer {ECB) and one
"generic® plan for those crops resistant teo corn rootwgrm (CRW). A
main component of both of these plans is the regquirement for a 20%
refuge to be planted.

Results from the 2007 Stratus Canadilan phone survey regarding
compliance with IRM plan reguirements has indicated that compliance
with the 20% refuge regquirement has decreased relative to the 2005
and 2003 phone surveys. As a result, the Canadian Food Inspection
Agency (CFIA) is planning to host a one day meeting in September
2008 with relevant companies/industry members to discuss how the
industry intends tg increase the rate of compliance with this IRM
plan reguirement. :

Against that backdrop of decreasing compliance, two companies have
approached the CFIA with IRM plans with alternative refuge
requirements. The CFIA does not dispute that IRM plans with
different refuge requirements could be scilentifically wvalid, but if
they are not applied correctly, the validity of this sclence is
lost. Part of the risk management process in Canada includes CFIA -
confidence that all conditions for the management of risk will be
met. by the proponent. The CFIA is concerned that authorizing the
environmental release of Bt corn products with IRM plans with _
various refuge requirements, whether it be size or even layout, will
create a complicating factor in growers' compliance with IRM
reguirements at large {i.e., that compliance will decrease even
further), even more so if growers buy seed from 2 or 3 different
companies. For example, a producer might plant a 5% refuge for a
hybrid that reguires a 20% refuge. Alternatively, 1f they buy seed



from 2-3 companies, they may opt to apply the simplest IRM plan of
all three products across the board.

currently, industry has not been able to maintain compliance with
the current “generic” plans; therefore, there is concern that
industry will not be able to ensure the proper
application/implementation of IRM plans with varying refuge
regquirements {i.e., that an IRM plan will be correctly applied to
the authorized product, and only to the authorized product). Prior
to moving forward, CFIA regulators must not only have internal
discussions, but also discussions with industry and other relevant
stakeholders on how industry will ensure that the reguirements for
different IRM plans will be met on an ongoing basis. The CFIA plans
to discuss this at the September 2008 meeting as well.

The purpose of Thursday's conference call is to discuss whether the
EPA has similar concerns and internal discussions as the CFIA.
rurthermore, the CFIA would like to involwve the EPA in its
discussions with industry at the September 2008 meeting.

I hope this helps teo £ill in the gaps a bit, and we look forward to
talking to you tomorrow.

Kind regards, y

Lucy

Lucy Reed, M.Sc. ”“3‘ -

{613) 221-4704 | reedle@inspection.gec.ca | Facsimile / Télécopieur
{613) 228-6140

Plant Blosafety Management Specialist, Canadian Food Inspection
Agency

gpécialiste, gestion de la biosécurité wvégétale, Agence canadienne
d'inspection des aliments

5% Camelot Drive | 5%, promenade Camelot Ottawa ON K1A 0V9
Government of Canada [ Gouvernement du Canada

www. inspection.gc.ca




Mike Ta Susanne Cerrelli/DC/USEPA/USEEPA

'_‘i‘.‘%...
Y] Mendelsohn/DC/USEPA cc John Kough/DC/IUSEPAUS@EPA

£ 05/22/2008 03:14 AM bee

Subject Fw: Latest version for EPA

Susanne,

FYI- This is an example of what Monsanto sent a few years ago to address the microbial data
waivers, The eco section of the BRAD does address at least some waivers | don't know if or
how Monsanto submitted them.

Sorry about not getting the tolerance exemption piece - just not enough time. John probably
has it taken care of already. My thought was to explain how most of the tox and allergenicity
data was not developed based on the plant produced protein, but on the bacterially produced
protein and on the sequence that was in the vector for the AA homology On the analytical
method, | thought we could say we have a method, but it was not needed because this is a
tolerance exemption. Also on the glycosylation section, I thought adding basic information
relative to the eucaryotic nature of glycosylation might help and that the Cry proteinis a
procaryotic protein.

Mike Mendelsohn

Senicr Regulatory Specialist

Office of Pesticide Programs/ Biopesticides and Pollution
Prevention Division {(7511P)

U.S. Environmental Protection Agency

1200 Pennsylvania Avenue NW

Washington DC 20460

(703} 308-8715

(703) 308-7026 (fax)
http:/Awww.epa_gov/pesticides/biopesticides

----- Forwarded by Mike Mendelsohn/DC/USEPA/US on 05/22/2008 03:05 AM ---.-

Mike
ﬁjesnde!sohnfDCfUSEPA To Mike Mendelsohn/DC/USEPA/US @EPA

05/1/2008 07:51 AM

cC
Subject Fw: Latest version far EPA

"SCHNEIDER,
RUSSELL P [AG/1920]" To Mike Mendelsohn/DC/USEPA/US@EPA, Phil
<russell.p.schneider@m Hutton/DC/USEPA/US@EPA
onsanto.com> o
02/21/2003 09:04 AM Subject FW: Latest version for EPA

Mike/Phil,
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MONSANTO
Mansanto COMPANY
1300 | {Eve] STReEeT, NW
Suive 450 EasT
WasHingTon, D.C. 20005721
PHOME {202} 783-2460
EAX {2o2) 784-1819 A
h\}E)’;}»’\m‘:ﬂ,monsanlc!com‘?
May 7, 2008 ‘
Dr. Sheryl Reilly, Chief SN
Microbial Pesticides Branch e
Biopesticides and Pollution Prevention Division (7511P) T tut

United States Environmental Protection Agency
Washington, DC 20460

Subject:  Pre-Acceptance Letter for MON 89034 and MON 89034 x MON 88017
EPA Petition Numbers: 6F7142 and 6F7143
EPA File Symbols: 524-1L.TA, 524-LTL
Application Date: September 29, 2006

Dear. Dr. Reilly:

This is a response of Monsanto Company to the above stated pre-acceptance letter dated
May 6, 2008 from EPA with respect to Section 3 registrations of Monsanto’s Bt com
MON 89034 (Cryl A.105 and Cry2Ab2) and MON 89034 x MON 88017 (CrylA.105,
Cry2Ab2, Cry3Bbl) under the Federal Insecticide, Fungicide, and Rodenticide Act

(FIFRA).

Monsanto Company accepts all the proposed conditions for registration with the
following modification:

1y

2)

Page 2: the table, row 3, column 2, Monsanto will conduct a 7 tol4 day
Daphnia study as per the 885 Series OPPTS Guidelines, The reason for
changing 21 day to 7-14 day study is that the 21 day guideline was designed
for testing microbial pesticides. For Bt proteins, the pathogenicity and
infectivity is not an issue. The 2000 EPA-SAP and 2007 EPA white paper (ed,
Robyn Rose) recommended to conduct a minimum 5 day, preferably 7-14

days daphnia study for Bt proteins.

Page 4: section a, 4™ paragraph, last line, change “Monsanto PIP products” to
“Monsanto corn PIP products.” Page 6: section v, lines 8 and 10, change

“PIP products” to “Monsanto corn PIP products.” Page 10, last line of 2™
paragraph, change “Monsanto PIP products” to “Monsanto corn PIP produets™.




Similarly on Page 12, section v, lines 7 and 10, change “PIP products” to
“Monsanto corn PIP products.”

In addition, we suggest the following editorial changes/correction:

i. Page9: point vi, change “April 30™ to “August 31**” to be consistent

with point iv of Page 8. Also, on page 9, section a) Refuge Requbierients RERN

for MON 89034 x MON 88017, third paragraph, change “MON 89034” to
“MON 89034 x MON 88017”. SREEE

ii.  Page 15; first paragraph of section e), correct typing error of “889“34” to ...

“89034”. Also, on page 15, point vi, change “April 30%” to “Augu,t 315
to be consistent with point iv of Page 8. o

Per your request in the pre-acceptance letter, the following administrative materials are
also provided herein:

o
W b
R Y

a) Updated labels for MON 89034 and MON 89034 x MON 88017

b) Updated Confidential Statement of Formula (CSF)

¢) Updated Certification with Respect to Citation of Data Form

d) Updated data matrix of MON 89034 and MON 89034 x MON 88017

If you have any questions regarding this letter and the attached materials please feel free
to contact Dr. Russell Schneider, Senior Director, Monsanto Regulatory Affairs & Policy
at (202) 383-2866, or me at the phone numbers or e-mail listed below.

Sincerely

DS

Yong Gao, Ph.DD.
Regulatory Affairs Manager
Monsanto Company

Office: (314) 694-2943
Mobile: (314) 488-0971
yong.gao@monsanto.com

cc: Susanne Cerrelli, EPA/QOPP/BPPD
Mike Mendeisohn, EPA/OPP/BPPD)
Russell Schneider, Monsanto
Carolyn Carrera, Monsanto



MONSANTO %

oNSANTO COMPANY

1300 | {EvE) STREET, NW
SuITE 450 EAST
WasringToN, D,.C, zoous-72n
PHONE {282) 783-2460

FAX [202] 78041810

http:/ /www.monsanto.com

May 7, 2008

Dr. Sheryl Reilly, Chief

Microbial Pesticides Branch

Biopesticides and Poliution Prevention Division (7511P)
United States Environmental Protection Agency
Washington, DC 20460

Subject:  Pre-Acceptance Letter for MON 89034 and MON 89034 x MON 88017
EPA Petition Numbers: 6F7142 and 6F7143
EPA File Symbols: 524-LTA, 524-LTL
Application Date: September 29, 2006

Dear. Dr. Reilly:

This is a response of Monsanto Company to the above stated pre-acceptance letter dated
May 6, 2008 from EPA with respect to Section 3 registrations of Monsanto®s Bt corn
MON 89034 (CrylA.105 and Cry2Ab2) and MON 89034 x MON 88017 (CrylA.105,
Cry2Ab2, Cry3Bbl) under the Federal Insecticide, Fungicide, and Rodenticide Act

(FIFRA).

Monsanto Company accepts all the proposed conditions for registration with the
following modification:

1} Page 2: the table, row 3, column 2, Monsanto will conduct a 7 t014 day
Daphnia study as per the 885 Series OPPTS Guidelines. The reason for
changing 21 day to 7-14 day study is that the 21 day guideline was designed
for testing microbial pesticides. For Bt proteins, the pathogenicity and
infectivity is not an issue., The 2000 EPA-SAP and 2007 EPA white paper (ed,
Robyn Rose) recommended to conduct a minimum 5 day, preferably 7-14
days daphnia study for Bt proteins.

2) Page 4: section a, 4% paragraph last line, change “Monsanto PIP products™ to
“Monsanto corn PIP products.” Page 6: section v, lines 8 and 10, change
“PIP products” to “Monsanto corn PIP products.” Page 10, last line of 2™
paragraph, change “Monsanto PIP products” to “Monsanto corn PIP products™.




Similarly on Page 12, section v, lines 7 and 10, change “PIP products” to
“Monsanto corn PIP products.”

In addition, we suggest the following editorial chariges/correction:

i.  Page9: point vi, change “April 30" to “August 31°* to be consistent
with point iv of Page 8. Also, on page 9, section a) Refiige Requirements
for MON 89034 x MON 88017, third paragraph, change “MON 89034 to
“MON 89034 x MON 88017”.

ii.  Page 15: first paragraph of section e), correct typing error of “889034” to
“89034”, Also, on page 15, point vi, change “April 30™” to “Aungust 31*”
to be consistent with point iv of Page 8.

Per your request in the pre-acceptance letter, the following administrative materials are
also provided herein:

a) Updated labels for MON 89034 and MON 8%034 x MON 83017

b) Updated Confidential Statement of Formula (CSF)

¢) Updated Certification with Respect to Citation of Data Form

d) Updated data matrix of MON 89034 and MON 89034 x MON 88017

If you have any questions regarding this letter and the attached materials please feel free
to contact Dr, Russell Schneider, Senior Director, Monsanto Regulatory Affairs & Policy
at (202) 383-2866, or me at the phone numbers or e-mail listed below.

Sincerely

DS o

Yong Gao, Ph.D.
Regulatory Affairs Manager
Monsanto Company

Office: (314) 694-2943
Mobile: (314) 488-0971
yong.gao@monsanto.com

ce: Susanne Cerrelli, EPA/OPP/BPPD
Mike Mendelsohn, EPA/OPP/BPPD
Russell Schneider, Monsanto
Carolyn Carrera, Monsanto



Plant-Incorporated Protectant Label

MON 89034 x MON 88017

Lepidopteran-and Roeotworm-Protected Com
(OECD Unique Identifier: MON-89@34-3 x MON 88&17-3)

Active Ingredients:

Bacillus thuringiensis Cry1 A.105 protein and the genetic material necessary for its
production (vector PV-ZMIR245} in event MON 89034 corn............. 0.001-0.0024%
Bacillus thuringiensis Cry2 Ab2 protein and the genetic material necessary for its
production (vector PV-ZMIR245) in event MON 89034 cornt............. 0.0030-0.0057%
Bacillus thuringiensis Cry3Bbl protein and the genetic material necessary for its
production (vector PV-ZMIR39) in event MON 88017 comnn............. 0.0037-0.0070%
Inert Ingredient:

CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and genetic material

necessary (vector PV-ZMIR39) for its production in com event MON
RO L. e e e 0.0038-0.0069%

Percentage (wt/wt) on a dry weight basis whole plant {forage)

Caution

KEEP OUT OF REACH OF CHILDREN
NET CONTENTS

EPA Registration No. 524-LTA

EPA Establishment No. 524-MO-002
Monsanto Company

800 North Lindbergh Blvd.

St Louis, MO 63167

DIRECTIONS FOR USE
It is a violation of Federal law to use this seed in any manner inconsistent with this

labeling. Information regarding commercial production must be included in the
Technology Use Guide.

Monsante Company 06.CR-177E-2 Page 1



MON 89034 x MON 88017 protects com crops from leaf, stalk, and ear damage caused
by corn borers and root damage caused by corn rootworm larvae. In order to minimize
the risk of these pests developing resistance to MON 89034 x MON 88017 corn, an insect
resistance management plan must be implemented which includes planting of a structured
refuge. Growers who fail to comply with the IRM requirements risk losing access to
Monsanto corn PIP products.

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid
seed com and small scale research trials for observation, nor to commercial hybnd sweet

COrTIl.

For MON 89034 x MON 88017 sweet corn, growers are required fo destroy any MON
89034 x MON 88017 sweet corn stalks that remain in the field following harvest via
rotary mowing, discing, or plow-down within one (1) month of harvest.

For MON 89034 x MON 88017 field corn, two options for deployment of the refuge are
available to growers.

The first option is planting a cominon refuge for both com borers and corn rootworms.
The common refuge must be planted with corn hybrids that do not contain Bt
technologies for the control of corn borers or corn rootworms. The refuge area must
represent at least 20% of the grower’s corn acres (i.e., sum of MON 89034 x MON 88017
acres and refuge acres; refirge area must contain 20 acres of corn for every 80 acres of
MON 89034 x MON 88017 com planted). It can be planted as block within or adjacent
(e.g., across the road) to the MON 89034 x MON 88017 field, perimeter strips (i.e., strips
around the field), or in-field strips. If perimeter or in-field strips are implemented, the
strips must be at least 4, and preferably 6 consecutive rows wide. The common refuge
can be treated with an insecticide to control rootworm larvae and other soil pests. The
refuige can also be treated with a non-Bt foliar insecticide for the control of late season
pests if pest pressure reaches an economic threshold for damage; however, if rootworm
adults are present at the time of foliar applications then the MON 89034 x MON 88017
field (acres) must be treated in a similar manner. Economic thresholds will be
determined using methods recommended by local or regional professionals (e.g.,
Extension Service agents, crop consultants). A schematic of one common refuge
deployment option is shown below:

Common Refuge

r
MON 89034 x Refuge
MON 88017 —— Non-Bt Cam
(80 acres) (20 acres)

Monsanto Company 06-CR-177E-2 Page 2



The second option is planting separate refuge areas (e.g., two refuge areas, a double

refuge, or paired refuge areas) for com borers and com rootworms. The corn borer
refuge must be planted with corn that is not a lepidopteran-protected Bt hybrid, must
represent at Jeast 20% of the grower’s com acres, and must be planted within 32 mile of
the MON 89034 x MON 88017 field. The corn borer refuge can be treated with an
insecticide for com rootworm larval confrol, or a non-Bt foliar applied insecticide for
corn borer control if pest pressure reaches an economic threshold for damage. Economic
thresholds will be detenmined using methods recommended by local or regional
professionals (e.g., Extension Service agents, crop consultants).

The com rootworm refuge must be planted with corn that is not a corn rootworm-
protected Bt hybrid, but can be planted with Bt hybrids that control com borers. The comn
rootworrn refuge must represent at least 20% of the grower’s com acres (i.e., com
rootworm refuge must contain 20 acres of com for every 80 acres of MON 89034 x MON
88017 comn planted) and can be planted as a block within or adjacent to the MON 89034
x MON 88017 field, strips around the field, or in-field strips. If perimeter or in-field
strips are implernented, the strips must be at least 4, and preferably 6 consecutive rows
wide. The com rootworm refuge can be freated with an insecticide to control rootworm
larvae and other soil pests. The refuge can also be treated with a non-Bt foliar insecticide
for control of late season pests; however, if com rootworm adults are present at the time
of foliar applications then the MON 89034 x MON 88017 field must be treated in a
similar manner. A schematic of one separate refuge option with the com roofworm
refuge planted as a block within the field and the corn borer refuge planted within a %2
mile of the MON 89034 x MON 88017 field is shown below:

Separate Refuge

‘) Refuge
< % mife Non-Bt corn
N {20 acres)
MON 89034 x - "
MON 88017
(80 acres) Refuge
+—T— Cofn borer
protected carn
B {20 acres)

Monsanto Company 06-CR-177E-2 Page 3



Corn Insects Conftrolled

European corn borer Ostrinia nubilalis
Southwestern corn borer Diatraea grandiosella
Southern cornstalk borer Diatraea crambidoides

Corn earwornn Helicoverpa zea

Fall armywortm Spodoptera frugiperda

Corm stalk borer Papaipema nebris

Sugarcane borer Diatreae saccharalis
Westermn com rootworm Diabrotica virgifera virgifera
Northem com reotworm Diabrotica barberi

Mexican corn rootworm Diabrotica virgifera zeae

Sales of corn hybrids that contain Monsanto’s Bt corn plant pesticide must be
accompanied by a Grower Guide which includes information on planting, production and
insect resistance management and notes that routine applications of insecticides to control
these insects are usually unnecessary when comn containing the Bt proteins is planted.

MON 89034 x MON 88017 is a product of Monsanto’s research program offering unigue
genetic characteristics for specific grower needs and may be protected by one or more of
the following U.S. patents: 5023179, 5110732, 5164316, 5196525, 5322938, 5352603,

5359142, 5378619, 5424412, 5554798, 5641876, 5717084, 5728925, 5804425, 6018100,
6025545, 6051753, 6063597, 6083878, 6331665, 6489542, 6645497, 6962705, 7064249,

7227056, and 7250501.

Monsanto Company G6-CR-177E-2 Page 4



EPA Registration File No. 524-576 Vol. § 1.

Page ' is not included in this copy.

Pages 61 through 64 are not included in this copy.

The material not included contains the following type of
information:

Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.
Description of guality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.
A draft product label.

X The product confidential statement of formula.

Information about a pending registration action.
FIFRA registration data.

The document is a duplicate of page(s)

The document is not responsive to the request.

Internal deliberative information.

Attorney-client communication.

Claimed confidential by submitter upon submission to the
aAgency.

Third party confidential business information.

The information not included is generally considered confidential
by product registrants. If you have any questions, please contact
the individual who prepared the response to your request.



<EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S. W,
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of informalion is estimated to average .25 hours per response for
regstration and 025 bours per response for reregistration and special review activities, including time for reading the instructions and complefing the
necessary forms. Send comments regarding burden estfmate or any other aspect of this collection of information, including suggestions for reducing the
burden to Birector, OPPE Information Management Division (2137), U.5. Environmental Protecion Agency, 40 f M Street, S.W., Washington DC,
20460. Do not send the completed form to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number: EPA Registrafion Number / File Symbol:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524-LTA

(314} 694-2943

Active Ingredient(s) and/or representative test compound(s). Bacillus thuringiensis Date:

CrylA.105, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material {Vector May 7, 2008

PV-ZMIR245 and Vector PV-ZMIR39) Necessary for their Production in MON 89034 x

MON 88017

General Use Pattern(s) (list all those claimed for this product using 40 CFR Part t58: Product Name:

Terrestrial field crop MON 89034 x MON 88017

NOTE: ) your productis 2 f00% repackaging of another purchased EPA-registered product fabeled for all the same uses on your label, you do not
need to submit this form. You musi submit the Formulator's Exermnption Statement {EPA Form 8570-27).
D { am responding fo a Data-Calkin Nolice, and have included with this form a list of companies sent offers of compensation (the Data Matrix
form should be used for this purpose).

Section [: METHOD OF DATA SUPPORT (Check one method only)

I am using the cite-all method of support, and have included wilh | am using the seleciive method of support {or cite-al! option
D this form a list of companies sent offers of compensation (the N under the selective method), and have included with this form a
Data Matrix Form should be used for this purpose). i completed list of data requirements (Jhe Data Matrix form must
be used).

Section Il: GENERAL OFFER TO PAY

D [Required if using the cite-all method or when using the cite-all option under the selective methad to satisfy one or more data requirements)
I hereby offer and agree to pay compensatlon, to other persons, with regard io the approval of this application, 1o the extent required by FIFRA.

Secftion lil; CERTIFICATION

| certify that this application for registration, this form for reregistration, or this Data-Call-ln response is supported by all data submitted or cited in
the application for registration, the form for registration, or the Data-Call-In response. In addition, if the cite-al! aption or cite-all option under the
selective methaod is indicated in Section 1, this application is supported by all data in the Agency's files that (1) concem the properfies or effects of this
product or an identical or substantially similar product, one or more of the ingredients in this product; and (2} is a type of data that would be required to
be submitied under the daia requirements in effect on the date of approval of this application if the application sought the iniilal registration of a product
of identical or similar composition and uses.

. | certify that for each excluslve use study cited in support of this registration or reregistration, that  am the original data submitter or thal | have
4 oblained the written permission of the original data submitter to cite that siudy.

| certify that for each siudy cited in support of this registration or reregistration that is not an exclusive use study, either: (a} | am the original dala
gubmitter; (b) | have obtained the permission of the original data submiter to use the study in support of this application; (¢} all periods of eligibility for
compensabon have expired for the study; (d) the study is in the public literature; (2} | have notified In writing the company that submitted the study and
have offered (1} to pay compensation to the extent required by sections 3({c}f)}F) andfor 3{c)(2)(B} of FIFRA; and (ii} to commence negotiations to
determine the amount and terms of compensation, if any. to be paid for the use of the study.

I certify that in all instances where an offer of compensabon is required, copies of all offers to pay compensation and evidence of their delivery in
accordance with sections 3{c){ f}{F) andfor 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon reguest. Should | fail fo produce
such evidence {o the Agency upon request, | understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in
conformity with FIFRA.

| certify that the statemen{s | have rnade on this form and all attachments to it are true, accurate, and complete. | acknowledge that any
[ knowingly false of misleading statement may be punishable by fine or imprisonment of both under the applicable law.

Signature Date: Typed or Printed Name and Title
é}-——q\ 6—’\_:3-— May 7, 2008 Yong Gao, Fh.D,
Regulatory Affairs Manager

EPA Form 8570-34 (9-97) Electronic and Paper Versions available. Submit only Paper version.

Monsanto Company 06-CR-177E-2 Page 9



o~ Form Approved OMB No. 2070-0060
EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for Lhis colleclion of informalion is eslimaled lo average 0.25 houss per response for regisiration aclivilies and 0.25 hours per
response for reregistralion and special review activities, including time for reading the inslrections and completing the necessary forms. Send commenls regarding the burden eslimate or any

other asped of this collection of information, including suggestians for reducing the burden fo: Direclor, OPPE Informalion Managemen? Division (2137), U.S. Environmental Protection Agency,
401 M Streel, S.W., Washington, BC 20460. Do not send the form 1o this address.

DATA MATRIX

Date: May 7, 2008
Applicant's/Reglslrant's Name & Address:
Monsanto Company, 800 N, Lindbergh Blvd., SL. Louis, MO 63167 Product; MON 89034 x MON 88017

ingredien  Bacillus haringiensis CryTA.105, Cry2Ab2, and Cry3Bbi Proleins and the Genelic Materiai (Veclors PV-ZMIR245 and PV-ZMIR39) Neccssary for theér Produclion in
MON 89034 x MON 88017

Guldeline Reference Number Guideline Sludy Name MRID Number Submilier Slalus

EPA Reg. No./File Symbot; 524-LTA | Page | of 28

Nole

Hartmann, AL, K E. Niemeyer, and A. Sitvaoovich.
2006, Assessment of the Cryl A 1G5, Cry2Ab2,
Cry3Bbl, and CP4 EPSPS Protcin Levels in Selected
Tissnes of Insect-Protected Com MON 89034 x MON
88017 Produced iz 2005 U.S. Feld Trials. Monsanto

Product
£85.2500 Technica! Report MSLO020475, 469513-03 Monsanto Company OWN

Characterization

MacRae, T.C., C.R. Brown, and S.L. Levine. Evalustion
of Poteotial for Interactions Retween the Bacillus
thuringiensis Proteins Cryl A, 105, Cry2Ab2, aod

Producl
885.2140 Cry3Bbl. Mounsanto Technical Report MSL-20270, 469513-05 Monsanto Company OWN

Chaiactetization

Submission of Supplemenlal Data (May 21, 2001) in
Support of the Application for Registration of MION 863:
Com Rootworm Prolected Com (Vector ZMIR13L); EPA Product
385.1100 Filc Symbol 524-LE]. N/A Monsanlo Company OWN Characterization
Bogdanova, N.N. 2006. Human Health and
Environmental Assessinent of tbe Plant-Incorporated
Protectant Bacillus thuringiensis Cry1A.105, Cry2Ab2
and Cry3BE! Proteins Produced in Insect-protected Coin
MON 35034 x MGN 88017, Monsanto Technical Report Product
MSL-20434. 469513-01 Mo to Company OWN Characterization

Groat, J.R., B.J. Wolff, I.F. Rice, and J.12. Masucci.
2006. Confinnation of the Integrity of Cors MON 89034
* MON 88017 by Southern Blot Analysis. Monsanto Product
8852100 Technicat Report MSL-20145. 469513-02 Monsanto Company CWN Characterization

Signature Name and Title Date

2 @,\Q Yong Gao, PhD. May 7, 2008

Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Eleclronic and Paper verslons available. Submil only Paper version. Agency inlernal Use Copy

Monsanto Company 06-CR-177E-2 Page 10




~ Forsm Approved OMB No. 2070-0060
VE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of Information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, Including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspect of this collection of information, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency.
401 M Sireet, S.W., Washington, BC 20460. Do not send the form to this address.

DATA MATRIX

Dale: May 7, 2008 EPA Reg, No./File Symbol: 524-LTA | Page 2 of 29

Applicant's/Reglstrant's Name & Address:
Monsanio Company, 800 N. Lindbergh Blvd., S1. Louis, MQ 63167 Product: MON 83034 x MON 88017

Ingredient  Bacillus thuringiensis Cry1A.105, Cry2Ab2, and Cry3Bbl Froteins and the Genelic Material (Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for their Production in
MON 89034 x MON 88017

Guldeline Reference Number Guideline Sludy Name MRID Number Submitter

Status Note
Supplemental Infonpation for “Cry38ut and CP4 EPSPS
Protcin Levels in Com Tissues Collected from MON
88077 Cotn Produced in U.S. Field Trials Conductcd in Product

§85.1100 2002” (MRID No, 4618 17-03) 465783-02 Monsanto Company OWN Chiatacterization

Bogdanova, N.N. 2006. Human Health and
Environmental Assessment of the Plant-Incorporated
Protectant Bacillus thoringiensis Cry1A.105 and Product
885.110 Cry2Ab2 Preteins Produced in Corn MON 32034, 409514-01 Meonsanto Company OWN Characterization

Rice, 1.5, B.J, Wolff, ] R, Groat, N.K. Scanlon, J.C,
Jennings, and J,D. Masuccl. 2006. Amended Report for
885.1100 MSL-20072: Molecular Analysis of Com MON 89034, Product
Monsanto Technical Report MSL-203 1. 469514-02 Monsauto Company OWN Chatactcrizalion

Hartmann, A.}., K.E, Nicmeyer, and A. Silvanovich.
2006, Assessment of the CrytA.105 and Cry2Ab2
Prolein Levels in Tissnes of Insect-Protected Com MON
89034 Produced in 2005 U.S. Field Trizls. Monsante Product
885.1100 Technical Repont MSL-20285. 469514-03 Monsanlo Company QOWN Characterizalion

Karunanandaa, K., 1.J. Thom, M.E. Goley, 8.L. Levinc,
and A. Silvanovich. 2006. Chamcterizalion of the
Cry2Ab2 Prodein Purified from the Com Grain of MON
89034 and Compatison of the Physicochemical and
Funclionat Properties of the Plant-Preduced and E. coli-
Produced Cry2Ab2 Proteins. Monsanto Technical Report Product ‘
8851100 MSL-20071. 469514-04 Monssnlo Comgany OWN Characterization

Signature Name and Title Date

:?—/}g Com Yong Gao, PhD. May 7, 2008

Regulalory Affairs Manager
ERA Form 857035 (9-87) Electronic and Paper versions available. Submit only Paper version. Agency Inlernal Use Copy

Monsanto Company 06-CR-177E-2 Page 11




" Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductton Act Notice: The public reporting burden for this collection of informatlon is estimated to average 0.25 hours per response for reglstration activitles and 0.25 hours per
response for reregistration and special review actvifies, Including time for reading the instructions and completing the necessary forms. Send comrments regarding the burden eslimate or any

other aspect of this colleclion of thformation, inctuding suggestions for reducing the burden to: Director, OPPE Information Management Divislon {2137), L.5. Environmental Protection Agency,
401 M Street, S.W., Washington, BC 20460. Do not send the form to this address,

DATA MATRIX

Date: May 7, 2008 EPA Reg. No./File Symbol: 524-LTA | Page 3 of 29
Applicant's/Registrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., S1. Louis, MO 63167 Product: MON 89034 x MON 88017

Ingredlent  Bacillus thurtngiensis Cryl A.J05, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material {Veclors PV-ZMIR245 and PV-ZMIR39) Necessary for their Production in
MON 89034 x MON 88017

Guidetine Reference Number | Guideline Study Name MRID Number Submitter Status Note

Levine, S.L. god J. Uffinan, 2006. Evaluation of the
Functionat Equivalence of the Cry2Ab2 Protein Produced

385.1100 in E.Coli and Bt Agains! 2 Scnsitive Lepidopteran Product
Species. Monsaolo Technieal Report MSL-201132. 469514-05 Monsaznte Company OWN Charactetization

Brown, M. (2003). TraitChek™ CrydBh Laterat Ftow
Tes| Strip and SeedChek™ Cry3Bb ELISA Perfonnance
Verification for Corn Seed, Leaf, and Composite Testing.
MSL-19581, in unpublished study conducted by Product
860.1340 Strategics Diagnoslics, Inc. 463942-01 Monsanto Company OWN Characterization

Supptemental Information for “Evatuation of Fuuetional
Equivalence of Two Cry3Bb 1 Protein Variants Against

Suseeptible Coleopteran Species™ (MRID No. 461817- Product
885.1100 04 465783-03 Monsaute Company OWN Characletizalion

Bogdanova, NNN. 2005. Structurat and Functional
Similarity of the CrytA.105 Protein to Cryt A Class of

Baciltus thuringiensis Proleins. Monsanto Technical Product
885. 1100 Report 05-RA-62-01. 466546-01 Mansanto Company OWN Characterization

Dudin, Y., B-P. Tonzu and R. P. Lizette (2001).
CryaBbt, Cry LAb and NPTt Protein Levels in the Dual-
trait Maize Hybrid MON 863 x MON 8 10 Produced in
Argentiniag Field Trials Conducted During the t995-
2000 Growing Season. Monsanto Technicat Report MSL- Product
B85.1100 17266, 457917-02 Monsante Company OWN Charactetization

Signature | Name and Title Date
M &Q Yong Gao, PhD. May 7, 2008

Repulalory Affairs Manager

EPA Form 857035 (3-87) Electronic and Faper versions avaitable. Submit only Paper version, Agency lnternal Use Copy

Monsante Compary 06-CR-177E-2 Page 12



S

o Farm Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,
Washington, D.C. 20460

Paperwark Reductlon Act Natlee: The public reporting burden for this collection of information is estimated te average 0.25 hours per respanse for registration activities and 0.25 hours per
response for reregistration and special revlew activitles, including time for reading the instructiens and completing the necessary forms. Send comments regarding the burden astimate or any

other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Infermation Management Divisian {2137), U.5, Environmental Protection Agency,
401 M Street, SW., Washington  DC 20460, Bo not_send the form to this address.

DATA MATRIX

Date: May 7, 2008 EPA Reg. No./File Symbol: 524-LTA | Page 4 of29

Applicant's/Registrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd,, St. Louis, MO 63167 Product: MON 89034 x MON 88017

Ingredient  Bacillus thuningiensis Cryl A.105, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material {Veclers PV-ZMIR245 and PV-ZMIR39) Necessaty for their Production in
MON 89034 x MON R8017

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Nate
Rice, IL.F, B.L. Wolff, J.C. Jeunings, and J.D. Masucei.
2005. Summary of Southern Blot Anatysis of MON
89034 and MON 89597 Com. Mensanto Technical Produci
885.1t00 Report MSL-20068. 466945-01 Meonsaute Company OWN Claracterizalion
Sidhu, R. 8. (2004). Human Heatth and Environmental
Asgsessment of the Plant-Incorponied Protectant Saciffus
8R5.1100 thuringiensis Cry3Bbt Profein Produced in MON 88017. Pmth}ct
Mensanto Technicat Report, MSL-18833. 461817-01 Monsanig Conpany OWN Characlerizaticn
Beastey, K. 4., .M. Anderson, P.B. Wimberley, D, W.
Mittaek, and R.P, Lirette. 2002. Malecular apalysis of
YieldGard®Roctworm/Roundup Ready®com event MON Product
. hnical K MSL-t17609. o
885.1100 88017. Monsanto Technical Report, MS 0 461817-02 Monsante Conlpany OWN Charactetizaticn
Bhakta, M. 5., A. J. Hartmann, and J. C. Jennings (2003).
Cry3Bbl and CP4 EPSPS protein tevds in com tissues
coltzcted from MON 88017 com produced in U.S. field
{rials conducted in 2002. Monsanto Technical Report,
MSL-18823. Pmdu;:t ‘
8854100 461817-03 Monsante Company OWN Cliaracterizaticn
Duan, J. I, M. S, Paradise and C. Jiang (2003}
Fvalvalion of functional equivatence of two Cry3Bbt
protein variants against susceptible Coteopteran species. Produet
885.110 Monsante Technicat Report, MSL-18799. 461817-04 Monsanto Company OWN Characterization
Name and Title Date
M e S Yong Gao, PhD. May 7, 2008
Signature Regulatory Affairs Manager
EPA Farm 8570-35 (9-97) Electronic and Paper versions available, Submit enly Paper version. Agency Internal Use Copy
Meonsanto Company 06-CR-177E-2 Page 13



. Form Approved OMB No. 2070-0060
<wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C, 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection of Information Is estimaled lo average 0.25 hours per response for regisiration activities and 0.25 hours per
response for reregistralion and special review activities, including lime for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimale or any

other aspect of this collectlon of information, including suggestions for reducing the burden lo: Director, OPPE Information Management Division (2137), U.S. Environmenlal Proteclion Agency,
401 M Street, S.W., Washinglon, BC 20460. Go not send the form Lo this address,

DATA MATRIX

Dale: May 7,2008 EPA Reg. No.Flle Symbol: 524-LTA | Page 5of 29

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: _MON 89034 x MON 88017

Ingredlent  Bacillus thurin giensis Cryl A.t05, CryZAb2, and Cry3Bbl Proteins and the Genctic Material {(Vectors PY-ZMIR245 and PV-ZMIR32) Necessary for their Production in
MON 89034 x MON 88017

Guideline Reference Number Guideline Stady Name MRID Number Subritier Status Nole

Dudin, Y. A., B-F. Toany, L. D. Athee and B, P. Lirettc
(2001). Amended Report for MSL-16559: B.t.
Cry3Bb .1 L1098 and NPTH Protein Levels in Sample

Tissue Collected from MON 863 Grown in 1999 Pield Pmdgct
885, 1100 Trals. Monsanto Technical Renord, MSL-L7t81. 454240-01 Moosante Conpany OWN Charactenization

Hitemao, R. E. and J. D. Astwood (2001). Additional

Charactenization of the Cry3Bhi Protein Produced in Product
885. L 100 MON 863, M« to Techrical Report, MSL- 17137, 454240-10 Maonsaoto Comnpany OWN Characterization

Holleschak, G., T. C. Leg, R. E. Hileman, P. I, Pyla, aod
1. D, Astweod (2001). Amended Report for MSL-15835;
Assessment of the Equivalence of B.r. Prolein 11098, B.£.
Psotein 1231 and NPTEE Protein Expressed in Com

Events MON 853 and MON 860 to Microbial Sources. Pmdl{ct ‘
885.1100 Technical Report MSL- 17222, 454240-04 Monsanuto Coinpany OWN Characternizalion

Goentz, B., T. Ganguly, J. Lee, T. Lee, and E.A. Rice,
2005, Characterization of the CryL A.105 Protein
Purified from the Com Grain of MCN 89034 and
Comparison of the Physicochemical and Functivoal
Properties of the Plant-Produced and . cofi-Produced
CrytA. 105 Protetns. Monsanto Technicat Report, MSL- Pmdt{ct
8852100 19960. 466946-04 Monsaota Company OWN Characterization

Holleschak, G., R. E. Hiteman, and 1. D, Astwood (2001).
Amended Report for MSE-16596: Asscssineot of the
Physicochemical Equivaleace of Cry3Bbi.1 1098 and

NPT Proteins in Cotn Event MON 863 to Microbial Produer
$85.1100 Sources. Technical Report MSL-17220. 454240-05 Monsanto Comnpany OWN Charactelization
Signature Narme and Title Date

w é_,\). Yong Gao, PhI). May 7, 2008
Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company 06-CR-177E-2 Page 14




-~ Form Approved OMB No. 2070-0060
VE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of inforrmation is estimated to average 0.25 hours per response for registration activitles and 0,25 hours per
response for reregistration and special revlew aclivities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspect of this collection of information, including s uggestions for reducing the burden to: Dlrector, OPPE Information Management Division {2137), U.S. Enviroamental Protection Agency,
401 M Streel, S.W., Washinglon, DC 20460, Do not send the form to this address.

DATA MATRIX

Date: May 7, 2008
Applicant's/R egistrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product; MON 89034 x MON 88017

Ingredient  Bacittus thunngiensis Cryt A.t05, Cry2Ab2, and Cry3Bbt Proteins and the Genetic Matedal {Veclors PV-ZMIR2435 and PV-ZMIR39) Necessary for their Produclion in
MON 89034 x MON 88017

EPA Reg. No./File Symbot: 524-LTA | Pege6of 29

Guldeling Reference Number Guidgline Study Name MRID Number Submitter Stakus Note

Hiteman, & E., G. Hotleschiak, L. A, Turmer, B. 8.
Thoma, C. R, Brown and J. D. Astwood 2001),
Characterization and Equivalence of Ihe Cry3Bb Protein
Produced by £ eolf Permentation and MON 863, Product
885,100 Monsanlo Tectinicat Report, MSL-17274. 455382-0t Monsanto Company OWN Characlerization

Kobwyck,D., B-P, Tonnu, Y. A. Dudin, T. Ploesser and
K. Gustafson (2001). Validated Method for Extraction
and Direcl ELISA Analysis of Cry3Bbl in Com Grain. Product
860-1340 Monsanlo Ref, No. 99-640E-1. 45373 1-01 Monsanto Company OWN Chataclerization

Thoma, R. 8., G. Holteschak, R, E. Hileman and 1. D,
Astwood (2001). Prumnary Structumat Protein
Characterization of MON 863 Cry3BbL. L1098 Protein

Product

885.100 Using N-terminat Seqnencing and MALDt Time of Flight 454240- 11 Monsanto Comgany OWN Characterization

Bogdanova, N. (2007). Snpplementat Infonnation for

MRID No. 46951302 “Confirmalion of the Integrity of

Com MON 89034 x MON 88017 by Southern Blot Pmdl{cl ]
885.1100 Analysis”. 471275-02 Monsanto Company OWN Characterization

Bogdanova, N. (2007). Supplemental Information for

MRID No/ 46951402 "Amended Repart for MSL-20072: Pl'odu’cl _
885.1100 Molecular Analysis of Com MON 89034 471275-03 Monsanto Coinpany OWN Characterization
Signature Name and Title Date

52*—3 = C:—w_ Yong Gao, PhD. May 7, 2008
Regulatory Affairs Manager
EPA Form 8570-35 (2-97) Electronlc and Paper versions available. Submit only Paper version. Agency tnternal Use Copy

Monsanto Company 06-CR-177E-2 Page 15
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oy Form Approved OMB No. 2070-0060
'U'E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, SW.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for 1his collection of information is estimated to average 0.25 hours per response for registrafion activifies and 0.25 hours per
respunse for rereglstration and special revlew activities, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspect of this collection of imormation, including suggestions for reducing the burden to: Director, OPPE [nformatlon Management Oivision (2137), U.S. Environmental Protection Agency,
401 M Street, S.W,, Washington, DC 20460, Do not send the form to this address.

DATA MATRIX

Date: May 7, 2008 EPA Reg, No./file Symbol. 524-LTA | Page7 of 29

Applicant's/Registrant’s Name & Address:

Monsante Company, 800 N, Lindbergh Bivd,, St. Louis, MO 63167 Product: MON 89034 x MON 88017

Ingredient  Bacillus thuringiensis Cryt A, 105, Cry2Ab2, and Cry3Bb! Prolcins and the Genetic Material {Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for their Production in
MON 89034 x MON 88017

Guideline Reference Number Guideline Study Name MRID Number Submitter Slatus Note

N. Bogdanova (2007). Supplemental Infonnation for
MRID No. 46951303 *Assesainent of the Cry1 A, t05,
Cry2Ab2, Cry3Bbl and CP4EPSFS Protein fevels in

Selected Tissues of Insect-Protected Corn MON 89034 x Product
B85.1100 MON 880t 7 Produced in 2005 1.8, Field Trials”. 471275-04 Monsaute Cownpaiy OWN Characterization

Supplementat Information for MRID No. 46951403
“Assessment of the CrytA. 105 and Cry2 Ab2 Protein
Levels in Tissues of Insect-Protected Corn MGN 85034 Product
Produeed in 2005 11.8. Field Trials”, 471275-05 Monsanto Conpany OWN Chagacterization

Kapadia, S.A.and E.A. Rice, 2006. Assesstaent of the
in vitro Digestibitity of the Cry2Ab2 Protein in Simulated Human Health
885.1 100 Gastric Fuld. Monsanto Technical Report MSE-t19931. 46951407 Mousaolpo Company OWHN Assessinent

McClain, 1.8, and A. Sitvanovich., 2006. Bioinformatics
Evaluation of the Cryl A, t05 Protein Utilizing the ADG,
TOXINS, and ALLPEPTIDES Databases. Monsaoto Huwmnan Health
8851100 Technicat Report MSL-2035t, 469514-10 Monsanto Comnpany OWN Asgessment
MeClain, 1.8, and A. Silvannvich. 2006. Bicinformatics
Anatysis of the Cry2Ab2 Protein Utiliziog the AD6,

TOXING, and ALLPEPTIDES Databases. Mousanto Human Health
885.1100 Technical Report MSL-20307. 469514-11 Mousanto Counpany OWN Assessinent
Signature Name and Title Date
M‘ C;‘_\)_— Yong Gao, PhD. May 7, 2008
Regulatnry Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Ageancy Internal Use Copy
Monsanto Company 06-CR-177E-2 Page 16



-~ Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting burden for this colleclion of information is eslimated to average 0,25 hours per response for registration aclivities and 0,25 hours per
response for reregistration and spedial review activitles, Induding #me for reading the instructions and completing the neces sary forms. Send comments regarding the burden eslimate or any
other aspecl of this collection of infermation, Including suggestions for reducing the burden {o: Director, OFPE Infarmalion Management Division (2137}, U.5., Environmental Protectlon Agency,
401 M Sireet, 5.W,, Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: May 7, 2008
Applicants/Redislrant’s Name & Address:
Monsante Company, 800 N. Lindbergh Blvd., $t. Louis, MO 63167 Product: MON 88034 x MON 88017

EPA Reg. No./File Symbol: 524-LTA | Page 8 of 29

Ingredient  Bacillus thusingiensis Cryl A, 105, Cry2 Ab2, and Cry3Bbl Proteins and the Genelic Matenal {Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for Iheir Production in
MON 89034 x MON 88017

Guideling Reference Number Guideling Study Name MRID Number Submilter Status Note

Davis, 3.W. 2006." Comparison of Broiler Performanee
and Carcass Paranelers When Fed Dicts Containing

MON 89034, Controt or Commercia! Com. Monsanto Human Health
BE5 4050 study number 05-01-50-13, Ajnended report. 460514-12 Monsante Company OWN Assessment

Holleshak, G., R. £. Hiletnan and 1, D. Astwood {2001).
Amended Report for MSL-16597: Immunodetectability of
Cry3Bbl.11098 and Cry3Bbt. 1123t Proleins in the
Grain of Insect Protected Com Events MON 862 aod
MON 853 After Heat Treattnent. Monsanto Technical Human Health

885, 1100 Report MSL-17221, 454240-07 Monsanto Comnpany OWN A it

Hiterean, R E. aod J. D. Astwood {1999),
Bioinformatics Analysis of #.¢. Protein {1098 and B.¢.
Pratein 11231 Sequences Utilizing Toxin and Public :

Domain Genetic Databages. Technivat Report MSL- Human Health
885,11 15870. 449043-08 . Monsantg Compaiy OWN Assessiment

Hiteman, R. E. and J. D. Astwood (1999},
Bioinformatics Anatysis of 5.¢. Protein t1098 and B.s.
Protein 11231 Sequences Unilizing an Allergen Database. Human Heatth
885,11 Techmical Report MSL-~15873. 449043-09 Monsanto Company OWN Assessment

Leach, J. N., R, E. Hiteman, J. W, Martin, R, 8. Thoma,
and J. D. Astwood (200t). Amended Report for MSL-
t5704; Assessment of the fn Vitro Digestibility of B.x.

proteio t1098and &.. 11231 Utitizing Manunatjzn Human Health
BB5.1100 Digestive Fale Models. Technical Report MSL-17166. 454240-06 Monsaoto Company OWN Assessment
Date

Signature Name and Title May 7, 2008
: M Q} Yong Gao, PhD.

Regulatory Affairs Manager

EPA Form 8570-35 (9-97} Eleclronlc and Paper verslons available. Submil only Paper version, Agency Internal Use Copy
Monsanto Company 06-CR-177E-2 . Page 17
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" Form Approved OMB No. 2070-0060
EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduqtlon Act Notice: The public reporting burden for thls collection of information is estimated to average 0.25 hours per response for registration activities and 0,25 hours per
response for raregistralion and special review activilies, including time for reading the instructions and completing the necessary farms. Send comments regarding the burden estimate or any

other aspect of this colleclion of information, including suggestions for reducing the burden to: Director, OPPE Informalion Management Division (2137), U.S. Environmental Profection Agency,
401 M Street, S.W., Washington, DC 20460, Do not send the form to this address.

DATA MATRIX

Dale: May 7, 2008
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindgergh Blvd,, St. Louis, MO 63167 Proguct. MON 89034 x MON 88017

Ingredient  Baciltus thuriagiensis Cryl A, 105, Cry2Ab2, and Cry3Bbl Proteins and Ihe Genelic Material (Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for 1heir Produclion in
MON 89034 x MON BRO17

Guldeline Reference Number Guideline Study Name MRID Nymber

EPA Reg. No./File Symbol: 524-LTA [ Page 9 of 25

Submitter Stalus Note
Thorp, 1.1, and M.E. Goley. 2006. Assessmenl of the in
vitro Digestibility of the Cry2Ab2 Protein in Simulated
Intestinat Fluid. Monsanto Technicat Report MSL~ Huwmnaa Heatth
885.1100 19938. 469514-09 Monsaoto Company OWN Assessment

Beebtet, C. L. (1999). Acute Oral loxicily of 8.+, Protein Human Health
8§5.30 11098 in Mice, Monsanto Technical Report MSL-16215. 449043-06 Monsanto Company OWN Assessiient

Bechtet, C. L. (1999), Acute Oral Toxicity of 5.4
Protein 11231 in Mice. Moasanto Technical Report Itumnan Health

885.30 MSL-16216. 44904 3-05 Monsanlo Compairy OWN Assessment

McCoy, R.L. apd A. Silvanovich. 2005, Biginformatics
Agnatysis of the Cryt A.105 Protein Utilizing thhe ADS,
TOXING, and ALLPEPTIDES Datalases. Monsanlo Human Health
§85.1t Technicat Report MSL-19686. 466946-05 Monsanto Company QOWN A H

Kapadia, 5. and E.A. Rice. 2005, Assessmenl of the in
vitro Digestibility of the Cryl A, 105 Protein in Simulated

Intestinat Fluid. Monsanto Technical R eport MSE- Human Health
8851100 . 19930. 469514-08 Monsanto Company OWN Assessment
Stgnature Name and Title Date
M‘ M Yong Gao, Phl. May 7, 2008
Regulatory Affairs Manager
EPA Foim 8570-35 (9-97) Electronic and Paper versions available, Submit only Paper version. Agency [nternal Use Copy
Monsanto Company 06-CR-177E-2 Page 18




“ Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information is estimated to average (.25 hours per response for registratlon activilles and 0.25 hours per
response for reregistration and speclal review aclivilies, including ime for reading the instructions and completing the necessary forms. Seng comments regarding the burden estimate or any

other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, 5.W,, Washinglon, BC 20460, Do not send the form to this address.

DATA MATRIX

Date: May 7, 2008
Applicant's/Registrant’s Name & Address:
Monsanto Company, 800 N, Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88034 x MON 88017

Ingredient  Bacillus thuringicnsis Cryl A.105, Cry2Ab2, and Cry3Bbl Proteins and the Genelic Malerial (Veclors PY-ZMIR245 and PV-ZMIR39) Necessary for their Production in
MON 89034 x MON 88017

EPA Reg, No./File Symbol: 524-LTA | Page 10 0f29

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
Bonnctte, K.L, 2005, An Acuts Dral Toxicity Study in
Mice with Cry1A.105 Protcin. Monsanto Stady CRO- Human tealth
885.3050 2005-050. 466946-03 Monsanlo Company OWN Assessment

Kapadia, 3.and E.A. Rice. 2005. Assessnient of thein
vitto Digestibility of the CrytA. 105 Protein in Sinylated Human Health
885.3050 Gastric Fluid. Monsagto Technical Report MSL-19929. 466946-06 Monsanto Compagy OWN Assessment

Goley, MLE. and 1.J. Thorp. 2005, lmmunodetection of
Cry2Ab2 and CrylA.105 Proteins in Corn Grain from
MON 89034 Following Heat Treatment. Monsanto Human Health
885.3050 Technical Report, MSL-19899. 466946-07 Monsanto Company OWN Assesstaent

Hileman, R. E., J. N. Leaclh aod I. D. Astwood (2001).
Assessment of the [n vilro Digestibility of
Cry3Bh1.11098{Q349R}) Protein in Sirnutated Inteslinal Human Heatth

§85.1100 Flyid. Monsanlo Technical Report, MSL-17530. 455770-02 Monsanto Company OWN _l Assessment

Hileman, R. E., E. A. Rice, R, E. Goodman and J. D.
Astwood (2001}, Bioinformatics Evaluation of the
Cry3Bb1 Protein Produced in MON 863 Utilizing
Allergen, Toxin and Pubtic Domain Protein Databases. Humnan Health
885,11 Monsanto Technical Report, MSL-17 t40. 454240-08 pionsanlo Compauy OWN Assessinent

Signature Nanie and Title Date
N ey Yong Gao, PhD. May 7, 2008

Regulatory Affairs Manager

EPA Form 8570-35 (9-87) Eleclronic and Paper versions available. Submil only Paper version. Agency Internal Use Copy

Monsanto Company 06-CR-177E-2 Page 19



. Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Papetwork Reduction Ac) Notice: The public reporting burden for this collection of information is estimated fo average 0.25 hours per response for registration activities and 0.25 hours per
response for rereglstration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspect of this collection of information, Including suggestions for reducing the burden to; Direclor, OPPE Injormation Management Division (2137}, U.S. Environmental Protection Agency,
401 M Streei, S.W., Washingion, DC 20460. Do not send the form to this address.

DATA MATRIX
Date: May 7, 2008 EPA Reg. No./File Symbol: 524-LTA | Page 11 of29
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 x MON 88017

Ingredient  Bacrlius thuringiensis Cryl A. 105, Cry2Ab2, and Cry3Bbl Proteius and the Genetic Material (Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for their Production in
MON 85034 x MON 88017

Guiddine Reference Number Guideline Study Name MRID Number Submitter Status Note

Boaoette, K. L. and P. D. Pyia (2001). An Acute Oral
Toxicity Study in Miee with E. coli Produced
Cry3Bbt.1 1098(Q349R) Protein, Asmended Final Report. Human Health
885,3050 Monsanto Technicat Report, MSL-173182. 455382-02 Monsanto Company OWN Assessment

Leach, J. N., R. E. Hileman and J. D. Astwood (2001}
Assessment of the in wifro Digestibility of Cry3Bbi
Protein Pyrified from MON 863 and Cry3Bbt Protein
Purified from E caff. Monsanto Technical Report, MSL- Human Heaith
§85.1100 17292, 455382-03 Monsanto Compaiy OWN Assessment

Astwood, J. D, R. E. Hilemau, M. J. McKee, T. J, Rydel,
J. W, Beale and L. English (2001). Safcty Assessment of
Cry3Bbi Vanants in Com Rootworm Protected Com. Human Heablth
MN/A Monsanto Technical Report, MST 17225, 434240-09 Monsanlo Company OWN Assessment

Bonnette, K.L. 2006, An acule oral loxicity study in
885.3050 mice with Cry2Ab2 protein. Monsatto study CRO-2005- Human Health
049, 469514-06 Monsanlo Coinpany . OWN Assessment

MacRae, T.C., C.R. Brown, and 5.L. Levine. 2006,
Spectrum of Insecticidat Activity of Hacifus

Hiuringiensts Cry2Ab2 Protein. Monsanto Tecbnicai Euvironmental
WA Report MSL-20229. 4695 t4-14 Monsanty Comnpany OWN Asgessment
Signature Name and Title Date
M C.L}——’ Yong Gao, PhD. May 7, 2008
Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Elecironic and Paper versions available. Submit only Paper version. Agency internal Use Copy
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" Form Approved OMEB No. 2070-0060
ﬁE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting hiurden for this colleclion of Informalion is eslimaled to average (.25 hours per response for regislrallon aclivilies and 0.25 hours per
response for reregistralion and special review aclivities, including lime for reading lhe instrucllons and compleling lhe necessary forms. Send commenis regarding the burden eslimale or any

other aspecl of lhis collectlon of information, including suggeslions for reducing the burden tn: Director, OPPE Informalion Managemenl Division {2137), U.5. Environmenlal Proteclion Agency,
401 M Slreel, S.W., Washinglon, DG 20460. Do not send the form Lo his address.

DATA MATRIX

Dale: May 7, 2008
Applicant's/fRegislranl's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louts, MO 63167 Producl: MON 89034 x MON 88017

Ingredienl  Bacillus thuringtensis Cryi A. 103, Cry2Ab2, and Cry3Bbl Proleins and the Genelic Materal (Veclors PV-ZMIR245 and PV-ZMIR39) Necessary for their Produclton in
MON 89034 x MON 88017

EPA Reg. No./File Symbol: 524-LTA | Pagc 12 0f29

Guidelne Reference Number Guldeling Sludy Namg MRID Number Submitter Stalus Nole

Headrick, .M., O. Heredia, 1.0. Oyediran, and T.T.

Vaughn. 2006. Assessment of the Efficacy of

Lepidopteran-protected Com MON 83034 and MON Environmentzl
N/A 89597 Apainst Major Insect Pests in United States, Puerto 46951415 Monsanto Cornpany OWN Assessment

Teixeira, D. 2006, Teixeira, D. 2006, Evaluation of

Dictary Effects of Lyophilized Leaf Tissue

from Com MON 89034 in a Chronic Exposure Study

wilb Collembola (Folsomin candida). Monsanto Environmeuntal
885.4340 Techzical Report MSL-20169. 469514-16 Monsanto Company OWN Assessmen!

Gallagher, 8.P. and I.B. Beavers. 2006. Evaluation of

Potential Dietary Effects of MON 89034 with Ibe )

Northem Bobwhite: an Bighl-day Dielary Study with Environmental
885.4050 Com Grain. Monsanlo Techaical Report WL-2005-012. 4695 14-27 Mounsanto Company OWN Assessient

Mueth, M., T. Curran,J. Warreo, 5. Dubelman, M.

Glaspie, J. Muphy, 5. Leviue, J. Holtneyer, aod C.

fiang. 2006, Acrobie Soil Degradation of the Punfied '

Cry24b2 and CrylA. 105 Proleins, Monsanto Technical Environmental
885,5200 Report MSL-20174, 469514-28 Monsanto Company OWN Agsessiment

Huesing, J.E., Jf. Duwan, and S.L. Levine. 2006. ‘

Bndangered Species Risk Assessment for Com MON Environmental
N/A 89034, Monsanto Technical Report MSLO020394. 469514.29 Mocsauto Comnpany QOWN Asscssment
Signature Name and Title Date

o G& Yong Gao, PhD. May 7, 2008
Regulatory Affairs Manager
EPA Form 8570-35 (8-97) Eleclronic and Paper versions availahle. Submil only Paper version. Agency Internal Use Copy

Monsante Company 06-CR-177E-2 Page 21



”~ Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washi_ngton, D.C. 20460

Paperwork Reductlon Act Notica: The public reporting burden for this collection of informalion is eslimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and complellng the necessary forms. Send comments regarding the burden estimale or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Envirohmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: May 7, 2008 EPA Reg. No./File Symbo); 524-LTA | Page 13 0f29
Applicant's/Registrant’s Name & Address:
Monsantc Company, 800 N. Lindbergh Bivd., St. Louts, MO 63167 Product; MON 89034 x MON 88017

Ingredlent  Bacillus thuzingiensis CryIA.105, Cry2Ab2, and Cry3Bb1 Proteins and the Genelic Malerial {Vectors PY-ZMIR245 and PY-ZMIR39) Necessary for their Production in
MON 89034 x MON 88017

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

Palmer, S.J. and H.0. Krueger. 2006. Evatuation of
Exposure to MON 89034 with the Cladoceran Daphnio
magna: An acule static-renewat test with com pollen. Environmnental
885.4340 Monsanto Stndy WL-2035-0] 1. 469514-17 Monsanto Company OWN Assessinent

Sindermann, A.B., LR, Porch, and H.O. Krueger. 2006,
Evaluation of Potential Effects of Exposure to CrylA. 103
Protein in an Acnte Study with the Harthworm in an

Astificial Soit Substrate. Monsanto Technical Repont Environmental
845.6200 MSL-23147. 469514-18 honsanto Comnpany OWN Agsessment

Richards, K.B. 2006, Evaluation of the Dictary Effect(s)

of a Cry1A.105 Prolein on Honeybee Larvae (dpis Environmental
885.4380 mellifera 1), Monsantn study CA-2005-071. 469514-19 *_ Monsanlo Company OWN Asscssinent

Richards, KB. 2006. Evaluation of the Dietary Effcct(s)

of a Cry1A.105 Protein nn Adult Honeyhees (Apis Environmenlat
883.4380 metiifera L.). Monsanlo study CA-2005-072. 469514-20 Monsante Company OWN Assessment

Levige, 8. (2006). An Evaluation of Insect Bioefficacy of
Combinalion Trait Products Produced Through
Conventional Breeding MON 89034 x NK603 and MON . Environnental
8854380 89034 x MON 88017: MSL-20336 469313-04 Monsantg Comnpany OWN Assessment

Paradise, M.S. 2006. Evaluation of Potential Dietary
Effeets of CrytA.105 Protein on the Ladyhird Beelle,
Coleomegilla maculata (Coteoplera: Coceinellidae). Environmentat

885 4340 Monpsanto Technicat Report MSL-2(150. 469514-2] Monsantn Comgpany OWN A

Signature Name and Title Date

9 é_ i 9 Yong Gac, PhD. May 7, 2008

Regulatory Affairs Manager

EPA Form 8570-35 (9-87) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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o Form Approved OME No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washingt_on, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection af informalion is eslimated lo average 0.25 hours per response for registration aclivities and 0.25 hours per
response for reregistralion and special review aclivilies, including fime for reading Lhe instrustions and completing Ihe necessary forms. Send commenls regarding lhe burden eslimate or any

olher aspect of this collection of informatlon, Including suggestions for reducing the burden lo: Direclor, OPPE Infermation Management Division (2137), U.S. Environmental Proteclion Agency,
401 M Slreet, 3.W., Washinglon, DC 20480. Do nol send the form lo this address.

DATA MATRIX

Date: May 7, 2008 EPA Reg. No./File Symbol; 524-LTA | Page 14 of29
Applicant's/Registrant's Name & Address:
Monsanto Company, 860 N. Lindbergh Blvd., §t. Louis, MO 63167 Producl: MON 89034 x MON 88017

Ingredient  Bacillus lhuringiensis CrylA.105, Cry2Ab2, and Cry3Bbl Proleins and the Genelic Material (Veclors PV-ZMIR245 and PV-ZMIR39) Necessary for Lkeir Produclion in
MON 89034 x MON 88017

Guideflne Reference Number Guideline Study Name MRIE Number Submitter Slatus Nole

Maggi, V.L. 2000, Evaluation of the Effect{s) of
Purified 